Arizona Administrative Register

Notices of Final Rulemaking

NOTICES OF FINAL RULEMAKING

The Administrative Procedure Act requires the publication of the final rules of the state’'s agencies. Final rules are
those which have appeared in Regjister 1st as proposed rules and have been through the formal rulemaking process
including approval by the Governor’'s Regulatory Review Council. The Secretary of State shall publish the notice
along with the Preamble and the full text in the next available issue Afitoma Administrative Register after the
final rules have been submitted for filing and publication.

NOTICE OF FINAL RULEMAKING
TITLE 2. ADMINISTRATION

CHAPTER 5. DEPARTMENT OF ADMINISTRATION
PERSONNEL ADMINISTRATION

PREAMBLE
Sections Affected Rulemaking Action
R2-5-304 Amend

The specific authority for the rulemaking. including both the authorizing statute (general) and the statutes the

rules areimplementing (specific):
Authorizing statute: A.R.S. § 41-763

Implementing statute: A.R.S. § 41-763(6)

The effective date of therules:
November 2, 1999

A list of all previous notices appearing in the Register addressing thefinal rule:
Notice of Docket Opening: 5 A.A.R. 2179, July 9, 1999.

Notice of Proposed Rulemaking: 5 A.A.R. 2144, July 9, 1999.

The name and address of agency personnel with whom per sons may communicate regar ding the rulemaking:
Name: Tom Michael, Human Resources Generalist

Address: Department of Administration
1831 W. Jefferson, Rm 137
Phoenix, AZ 85007

Telephone: (602) 542-4897
Fax: (602) 542-2796

An explanation of therule, including the agency’sreason for initiating therule:
The rulemaking amends section R2-5-304. The rule contains requirements for performance increases, subject to leg-
islative appropriation, for all employees who meet the performance increase guidelines issued by the Director. The
amended section also provides for special performance awards for employees at the maximum salary of their pay
grade as a lump sum payment or other payment method.

A reference to any study that the agency relied on in its evaluation of or justification for the rule and where the
public may obtain or review the study. all data underlying each study. any analysis of the study and other

supporting material:
Not applicable.

A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a
previous grant of authority of a palitical subdivision of this state:
Not applicable.

Thesummary of the economic, small business, and consumer impact:
The rule directly affects state service employees through procedures that increase salaries paid by the state. The resul!
would have an economic impact by increasing discretionary income and could impact consumers based upon the
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quality of servicesthat are provided. The extent of the impact as measured in financial terms cannot be projected due
to the unknown amount of funds that could be allocated.

10. A _description of the changes between the proposed rules, including supplemental notices, and final rules (if

applicable):

Minor grammatical changes were made to clarify therule.

11. A summary of the principal comments and the agency responseto them:
No comments were received.

12. Any other matters prescribed by statute that are applicableto the specific agency or to any specific rule or_class of
rules:

Not applicable.

13. Incorporations by reference and their location in therules:
None.

14. Wasthisrule previously adopted as an emergency rule?
No.

15. Thefull text of therulesfollows:

TITLE 2. ADMINISTRATION

CHAPTER 5. DEPARTMENT OF ADMINISTRATION
PERSONNEL ADMINISTRATION

ARTICLE 3. CLASSIFICATION AND COMPENSATION

Section
R2-5-304.  Performance Adjustments

ARTICLE 3. CLASSIFICATION AND COMPENSATION

R2-5-304. Performance Based Salary Adjustments
A. Performance based salary adjustment limits. Subject to legidative appropriation, the Director shall determine employee
eligibility for and the minimum and maximum performance based salary adjustment percentage for a performance based
salary adjustment.
AB. Performance inereases based salary adiustments
1. All employees & , j yees who are in the state service on
August-31-of any-year the date listed in the Derformance based salarv adlustment guidelines issued by the Director
and who meet the criterialisted in the guidelines are eligible for a performance based inerease salary adjustment up to

#5%the Dercentaqe limit set in the guidelines, effective on the fet-tewmg—t]anuar-y—l date set in the guidelines.

5 2. A performance Herease based salary adj ustrnent may not raise the salary of an employee beyond the maximum salary
of the pay grade.
6 3. An employee may not receive mere-than a #-5% performance Hrerease based salary adjustment greater than the per-

C. Specral performance awards An emeleyeee empl oyee at the maximum saIary of ther the employee's pay grade, or who
receive is eligible for a performance rerease based salary adjustment whieh that place places them the employee at the

maximum salary of the pay grade, areis eligible for a special performance award. The special performance award:
1. May bealump sum or other payment method:;
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2. Shall not exceed of-up-te-5:0% the percentage limit outlined in the performance based salary adjustment guidelines
issued by the Director; and

3. Fhespecia-performance-award-shall Shall be paid over theterm establlshed by the Di rector in the performance based
salary adjustment guidelines.effectiveJanuary-1. o Ay

D. Combination of increases. An employee may shall not receive a combl nat|on of a performance ba%d salary adj ustment
and a specia performance award exceeding 5% the limit set in the performance based salary adjustment guidelines

issued by the Director-+r-any-fiseal-yesr.

NOTICE OF FINAL RULEMAKING
TITLE 3. AGRICULTURE

CHAPTER 3. DEPARTMENT OF AGRICULTURE
ENVIRONMENTAL SERVICESDIVISION

PREAMBLE
1. Sections Affected Rulemaking Action
R3-3-701 Repeal
R3-3-701 New Section
R3-3-801 New Section
R3-3-702 New Section
R3-3-703 New Section
R3-3-704 New Section
R3-3-801 Repeal
R3-3-801 New Section
R3-3-802 Repeal
R3-3-802 New Section
R3-3-803 New Section
R3-3-804 New Section
R3-3-805 Repeal
R3-3-806 Repeal
R3-3-807 Repeal
R3-3-808 Reped
R3-3-809 Reped
R3-3-810 Reped
R3-3-811 Repeal
R3-3-901 Amend
R3-3-902 Repeal
R3-3-902 New Section
R3-3-903 Reped
R3-3-903 New Section
R3-3-904 Repeal
R3-3-904 New Section
R3-3-905 Amend
R3-3-906 Amend
R3-3-909 Reped
R3-3-910 Amend
R3-3-911 Repeal
R3-3-912. Repea
R3-3-913. Amend
R3-3-914 Reped
R3-3-915 Reped
R3-3-916 Reped

2. The specific authority for the rulemaking, including both the authorizing statute (general) and the statutes the

rules are implementing (specific):
Authorizing statute: A.R.S. 88 3-264, 3-343, 3-2603, 3-2605, 3-2609.
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Implementing statute: A.R.S. 8§ 3-268, 3-272, 3-273, 3-274, 3-275, 3-276, 3-2605, 3-2606, 3-2609, 3-2611,
3-2612, 3-2613, 3-2616.

3. Theeffective date of therules:
November 3, 1999

4. Alist of all previousnotices appearing in the Reqgister addressing the final rule:
Notice of Rulemaking Docket Opening: 4 A.A.R. 2127, July 31, 1998.

Notice of Proposed Rulemaking: 5 A.A.R. 1044, April 16, 1999.

5. Thename and address of agency personnel with whom per sons may communicate regar ding the rulemaking:
Name: Shirley Conard, Rules Specialist

Address: Department of Agriculture
1688 West Adams, Room 235
Phoenix, Arizona 85007

Telephone: (602) 542-0962
Fax: (602) 542-5420
E-mail: shirley.conard@agriculture.state.az.us

6. The explanation of the rule, including the agency’s reasons for initiating the rules:
Articles 7, 8, and 9 have been edited to remove unnecessary and duplicative information, and any information

contained in the “Act,” (the Federal Insecticide, Fungicide and Rodenticide Act of 1972) which is incorporated by
reference in Article 1; and to provide stakeholders with clear and understandable requirements.

R3-3-701, DefinitionsThe current definition for “pesticide” is different from the statute definition in A.R.S. § 3-
341(21) and has been deleted. The terms “discontinuation period” and “official sample” have been defined, and the
statute definition of “pest” has been expanded pursuant to A.R.S. § 3-341(20)(b).

R3-3-702, Pesticide Registration and Cancellation; Feesinformation required on the registration form, and
the fee, expiration date and multiple year requirements specified in A.R.S. § 3-272(B) and (C) have been added to this
Section for the convenience of the applicant.

R3-3-703, General Provisionghis Section changes the 1 year maximum requirement to dispose of pesticides
canceled by the manufacturer to 3 years and voids the manufacturer’s responsibility for a pesticide if the pesticide has
not been sold or used 3 years after the manufacturer’s registration cancellation as long as any person selling or dispos-
ing of the pesticide has been informed of the cancellation; lists the allowed deviations for active ingredients in pesti-
cide formulations when analyzing a sample; and updates the prohibited acts.

Three years ago the Department expressed concern regarding swimming pool pesticides being sold that didn’t
meet label guarantees. A meeting was held with the pool chlorine industry. At that time they were not a cohesive
group. The pool chlorine industry said that they didn’'t want a rule or law regulating this issue and wanted to police
their own people and products. Because that didn’t happen, the Department proposed the statement “Not for sale or
use after (date)” be placed on the label of all liquid sodium hypochlorite products with a label claim on 5.25% -
12.5% active ingredient. Because heat and light affects the active ingredient, the seller must practice good steward-
ship when storing the product. The industry came together and developed a product stewardship and education plan,
therefore we are not requiring an expiration date.

R3-3-704, LabelsThis Section makes certain that all labels, whether new or revised, are on file with the Depart-
ment. It assures the Department that the label provided for a registered pesticide is accurate and current.

R3-3-801, DefinitionsThis Section defines the term “Official Publication” and encompasses not only definitions
found in this publication, but the definitions in A.R.S. § 3-262.

R3-3-802, Licensure; Specialty Fertilizer Registration; F&b&s Section contains information required on the
license and specialty fertilizer registration forms, and includes the fee, expiration date, and multiple year require-
ments specified in A.R.S. § 3-272.

R3-3-803, Tonnage Reports; Fddis Section changes the annual tonnage report and inspection fee submittal
date; specifies criteria for estimating annual distribution; and provides the licensee an option of reporting quarterly or
annually, if the annual tonnage is 400 tons or less.

R3-3-804. General Provisions.This Section combines the information currently found in R3-3-801, R3-3-802,
R3-3-806, R3-3-807, R3-3-809, and R3-3-810.
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R3-3-901, Definitions. This Section defines “Official Publication” and includes definitions previously found in
R3-3-913(A).

R3-3-902, Licensure; Fee; Ammoniatidrhis Section lists information required to obtain a license; offers multi-
year licensing; establishes the license fee and per ton inspection fee of commercial feed offered for sale or distributed
in Arizona; and contains the information previously found in R3-3-916.

R3-3-903, Tonnage Reports; Inspection FEEs Section contains the information previously found in R3-3-
912, provides the licensee an option of reporting quarterly or annually if the annual tonnage is 400 tons or less, and
lowers the tonnage fee from 25¢ to 20¢ per ton.

R3-3-904, Milk and Milk Products Decharacterized for Use as Commercial Feisdnew Section establishes
that the appearance and labeling of a milk or milk product sold as animal feed must be changed to alert the public that
the product is not for human consumption, and provides a color requirement for these animal feed products.

R3-3-905, Labeling; Precautionary Statemefilss Section contains information previously contained in R3-3-
902, R3-3-903, R3-3-904, and R3-3-909.

R3-3-906, Non-protein Nitrogeithis Section has been updated for clarity and understanding.

R3-3-910, Drug and Feed AdditivéRhe incorporated reference in this Section has been updated.

R3-3-913, Sampling Method¥his Section has been updated for clarity and understanding, and the incorporated
reference has been updated.

7. A reference to any study that the agency relied on in its evaluation of or justification for the rule and where the

public may obtain or review the study, all data underlying each study, any analysis of the study and other

supporting material:
None.

8. A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a
previous grant of authority of a palitical subdivision of this state:
Not Applicable.

9. Thesummary of the economic, small business, and consumer_impact:
A. Estimated Costs and Benefits to the Arizona Department of Agriculture.

Changing the date for submitting the feed and fertilizer licenses from February to June 30th, will benefit the divi-
sion in overall time management by providing a more uniform work flow. The Department will realize expenses for
software updates which must be completed to allow for multiple year licensing. Whether multiple year licensing will
create additional processing time for tracking is unknown.

Offering the licensee the opportunity to estimate annually for 400 tons or less, rather than quarterly, could offer
the Department a financial benefit in clerical time for handling and processing checks.

FY 97/98 Total # # Qualified to # Actually # Additionally
Typeof License Estimate Estimating Qualified
Feed License 418 284 209 91

Fertilizer License 218 91 89 63

If all qualified licensees estimated annually, the Department would process approximately 600 fewer checks per
year and save $1,000 in clerical salaries. (10 minutes processing per check at a $10 per hour average salary.)

Requiring milk and milk products to be decharacterized will assist the Department in regulating any milk or milk
product intended as pet food. Products not clearly labeled as pet food as required by rule and easily apparent as pet
food to the public through this labeling, or products that have the same appearance as those for human consumption,
violate the rule.

Other changes will have no impact upon the Department, other than consolidating information and creating clear
and understandable Articles. The Department does not anticipate additional costs associated with this rulemaking.

B. Estimated Costs and Benefits to Political Subdivisions.

Political subdivisions of this state are not directly affected by the implementation and enforcement of this pro-
posed rulemaking.
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C. Businesses Directly Affected By the Rulemaking.

This rulemaking provides businesses with the information required on licensing and registration documents
before they fill out an application. Any business dealing with milk or milk products used as animal feed will be
required to decharacterize the product. The Department estimates that the decharacterization, consisting of using food
coloring approved by the FDA, will be aminimal cost for businesses and the actual cost depends upon their produc-
tion.

Providing more licensees the opportunity to estimate tonnage fees will save them time and money expended for
dealing with paperwork.

The reduction in the tonnage fee will provide a monetary benefit to the licensee and begin to reduce that fund to
amore redlistic level. The following information provides an analysis of the fund and the fee reduction:

Fiscal Actual Tonnage Appropriated Expended Current

Y ear Budget Budget Fiscal Balance
1995 786,229 180,800 165,342

1996 824,505 173,400 163,411

1997 863,104 166,700 153,571

1998 974,699 171,200 154,694 582,451
Average I nspection Funds 1998 Reduction Fund
Tons Fees Collected Budget Per Year Depleted
862,134 10¢ 86,213 171,200 -84,987 6 yrs
862,134 15¢ 129,320 171,200 -41,880 11 yrs
862,134 20¢ 172,427 171,200 1,227 | -

The Department anticipates that additional monies will be expended from the fund for increased State Agricul-
tural Laboratory fees, sampling costs, and equipment. The following chart alows for an additional $25,000 and

$50,000.
Average Inspection Total 1998 Additional Reduction Fund
Tons Fee Fees Budget 25K Per Year Depleted
862,134 10¢ 86,213 171,200 196,200 -109,987 5yrs
862,134 15¢ 129,320 171,200 196,200 -66,879.9 7yrs
862,134 20¢ 172,427 171,200 196,200 -23,773.2 18 yrs
High
Tons
974,699 10¢ 97,470 171,200 196,200 -73,730 5yrs
974,699 15¢ 146,205 171,200 196,200 -24,995 9yrs
974,699 20¢ 194,940 171,200 196,200 23,740 50+ yrs
Average Inspection Total 1998 Additional Reduction Fund
Tons Fee Fees Budget 50K Per Year Depleted
862,134 10¢ 86,213 171,200 221,200 -134,987 4yrs
862,134 15¢ 129,320 171,200 221,200 -91,880 5yrs
862,134 20¢ 172,427 171,200 221,200 -48,773 9yrs
High
Tons
974,699 10¢ 97,470 171,200 221,200 -73,730 4yrs
974,699 15¢ 146,205 171,200 221,200 -24,995 6 yrs
974,699 20¢ 194,940 171,200 221,200 23,740 15yrs
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If existing pesticide stock for which registrations have been canceled have not been sold or distributed within 3
years, the manufacturer’s responsibility is shifted to the person who distributes or offers the pesticide for sale. This
rulemaking allows 3 years, instead of 1 year, for the pesticide to move through normal channels of trade. The rule-
making removes the assumption that the manufacturer is responsible for the pesticide regardless of existence and
places the responsibility of the pesticide on any person not selling or disposing of the pesticide after 3 years, as long
as the person has been informed of the cancellation.

D. Estimated Costs and Benefits to Private and Public Employment.

Private and public employment of this state are not directly affected by the implementation and enforcement of
this proposed rulemaking.

E. Estimated Costs and Benefits to Consumers and the Public.

Consumers and the public are affected by the decharacterization requirement for milk and milk products. R3-3-
904 ensures that a product destined for animal feed is not purchased for human consumption by mistake. It is unlaw-
ful for any person to sell, offer for sale, store, transport, receive, trade or barter, any milk or milk product for human
consumption that does not meet the health and sanitation standards of the Federal Milk Ordinance, A.R.S. Title 3, and
the Department’s rules. Milk products not subject to inspection have no quality controls, no testing for bacteria and
other potentially harmful things such as drugs, and is not an acceptable or safe product for human consumption.

The Department estimates that the pass-on costs to the consumer may range from 1¢ to 2¢ per container.
F. Estimated Costs and Benefits to Sate Revenues.

This rulemaking will have no impact on state revenues.

10. A description of the changes between the proposed rules, including supplemental notices, and final rules (if
applicable):
R3-3-702(C) was edited to read: “Any additional pesticide registered during the 2-year registration option shall
have the same registration end-date as other pesticides currently registered,” making clear the registration require-
ment.

Representatives of the Swimming Pool Chemical Manufacturers’ Association (SPCMA) met with the Depart-
ment to discuss the pool chlorine expiration date requirement in R3-3-703(A). SPCMA proposed that the industry
take a proactive position to address the degradation of sodium hypochlorite solutions in Arizona and suggested a
“Product Stewardship/Responsible Care Program.” The program includes:

1. Regular meetings sponsored by SPCMA to review responsible care programs within the industry,

2. An educational program for distributors and dealers including consumer point-of-purchase signs for dealers
and distributors,

a. Signs will include warnings about product degradation and product warranty information with a money-
back guarantee;

b. A consumer pamphlet will be provided to retailers stating the particular qualities of the product, the
need to rotate stock, warnings not to over-order, and proper storage away from heat and sunlight;

c. Educational meetings will be held with store managers to educate them about product degradation; and

d. Sales personnel will continually educate store managers through direct contact.

3. Regular visits by sales personnel to ensure stock is being rotated, and

4. Periodic Department updates.

Because of this meeting with SPCMA, the Department agreed to remove the expiration date requirement from
R3-3-703(A) and allow SPCMA the opportunity to work with the industry to help solve this problem. The Depart-
ment reserves the right to implement the expiration date should industry fail to carry through with its plan or if prod-
ucts continue to fail quality analysis.

Subsection R3-3-703(B) requires that all pesticides will be inspected and analyzed if they are distributed within
the state. Only those pesticides not in compliance with the Article and pesticide laws, pesticides randomly sampled,
or pesticides mentioned in a complaint will be inspected and analyzed. The rule has been changed to reflect this.

The pesticide formulations referenced in R3-3-703(B)(2) are not included in a “Table 1" but in R3-3-704(B). The
citation has been corrected.

The Department originally required that an expiration date be indicated on a pesticide label. After further consid-
eration and discussions with stakeholders, this requirement was withdrawn. This requirement was inadvertently left
in R3-3-704(C)(2) and has been removed.
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When the proposed rulemaking was submitted to the Office of the Secretary of State, the last line of the chart
established in R3-3-704(B) did not print on the submitted copy. Upon review of the computer file, the reveal codes
indicated that the missing information was “hidden.” This “hidden” information resulted when the rulemaking docu-
ment was double-spaced and the chart became too large to print on 1 page. The number of lines in this rulemaking
permits the entire chart to be seen.

The Department reevaluated the necessity for requiring a copy of a label for each fertilizer intended for distribu-
tion within the state (R3-3-802(A)) and removed this requirement.

R3-3-802 and R3-3-902 both referenced license renewals and specified parameters for “renewing” a license. The
Department does not handle commercial fertilizer licenses or commercial feed licenses as renewals. Each year, the
applicant must apply as a new licensee and, except for product labels already on file, or product labels over 3 years
old, provide the Department with all information and documents necessary for licensure. The reference to renewal
has been removed in both Sections.

R3-3-802(B) provides the amount of the inspection fees for commercial fertilizers. It does not however, indicate
when the fee will be paid. This subsection has been moved to R3-3-803(A).

R3-3-803(A) has been rewritten to provide a clearer understanding of the tonnage fee requirements.

The license expiration information in R3-3-802(B) also pertains to specialty fertilizer registrations. This informa-
tion has been added to subsection (C)(2).

The definitions and terms mentioned in the opening sentence in R3-3-901 refer to “feed ingredient” definitions
and feed terms. The rule has been changed accordingly.

To remove the requirement of obtaining an exemption for lots larger than 100 tons, and obtaining scientific data
proving samples are representative of a quantity over 100 tons, the last portion of the definition of “lot” has been
removed. Any quantity over 100 tons must be divided in lots.

R3-3-902(A)(1) indicates that the inspection fee for commercial feed is required at the time of licensure. This is
only true if the licensee estimates the annual distribution. This fee requirement has been moved to R3-3-903(A) and
the subsection rewritten to provide a clearer understanding of the tonnage fee requirements.

R3-3-903. Tonnage Reports; Inspection Aée commercial feed and fertilizer statutes contain the same report-
ing requirement. The following information was inadvertently left out of this Section and has been added in subsec-
tion (A)(4). “Any applicant applying for and receiving a new license after March 15, June 15, September 15, or
December 15 is not required to file a quarterly tonnage report for the current quarter. Any commercial feed distrib-
uted in the final 2-weeks of the initial quarter shall be included on the next full quarterly report. Any person who dis-
tributed commercial feed without a license as required under A.R.S. § 3-2609 shall pay all past due inspection fees
before a license is issued.”

The incorporation by reference date cited in R3-3-913(A) for the 16th edition of the “Official Methods of Analy-
sis” was incorrectly stated as 1995 instead of 1997 and has been corrected.

To help the consumer be more aware that the milk or milk product is not for human consumption (R3-3-904(B)),
the phrase must also be printed in capital letters on the principle display panel of the label. This subsection has been
further clarified to specify the size of container requiring that “letters shall be at least ¥ inch on containers of 8 oz. or
less and at least %2 inch on all other containers.”

Obtaining Associate Director approval for a name of an ingredient or a collective term for the grouping of ingre-
dients required R3-3-905(A) has been eliminated. If an ingredient or collective term is not listed in the Official Publi-
cation the use of a common name will clearly define the product.

Although whole cottonseed or cottonseed products may not be commingled, the Department has no way of mak-
ing this determination through documentation specified in R3-3-905(B)(3)(c)(i). This subsection has been removed.

Some of the information specified in subsections (B)(3)(c) and (B)(3)(f) was duplicative and has been removed.

Minor grammatical and technical changes were made at the request of the G.R.R.C. staff.

11. A summary of the principal comments and the agency responseto them:
COMMENTS: Public hearing testimony and testimony at a subsequent public meeting centered on the decharac-
terization of milk and milk products required in R3-3-904. Without exception, attendees opposed milk coloring
because it is unappealing to the customer.
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The dairy operator is opposed to adding any type of coloring into the milk that is determined by a government
agency. The operator is not opposed, however, to adding a coloring that is organic or natural.

Testimony revealed that “hundreds” of people request raw milk because of its healthful benefits and the govern-
ment has pushed dairies to label their products “for pets only” when they are not really selling the products for pets,
but are providing a service to the people who want to consume raw milk. The dairy operator is opposed to labeling his
raw milk products “for pet food only” so that the consumer knows that the products have not been inspected and do
not meet the standards for human consumption. The dairy operator feels that the government is trying to make his
product unappealing so that the consumer won’t want to drink it. The government is taking away all of his rights and
choices. Raw milk should be appealing and remain white like Grade A milk.

RESPONSE: The Department understands that raw milk may be beneficial to many people for various reasons,
such as lactose intolerance, or allergic reactions. The fact remains that any dairy that is not Grade A licensed, and
consequently subject to inspection, must label its products as pet food and hold a commercial feed license.

Consumers need to know that purchasing raw milk not classified as Grade A means that there are no quality con-
trols in place to verify that the milk is safe for human consumption. Coloring the milk or milk product with a color
that is unappealing will alert the purchaser that the product is not meant for human consumption. The producer can
easily attain the required color by mixing any variety of food colors together to produce the gray represented on the
Color Requirement Card.

Federal law requires that raw milk or raw milk products for human consumption meet the same bacteriological
standards as milk that has been pasteurized. Facilities producing raw milk must meet the health and sanitation stan-
dards of the Federal Milk Ordinance and A.R.S. Title 3, and the Department’s administrative rules.

The Department has the responsibility (and the legislative mandate) to ensure safe milk for human consumption.
The Department inspects these facilities, runs sample tests for bacteria and other potentially harmful things such as
drugs, requires that animals are found free of brucellosis and tuberculosis, and oversees product labeling.

Milk products that do not meet the Grade A standards may be sold as pet food as long as the producer obtains a
$10 commercial feed license. One of the Department’s responsibilities is to confirm animal feed labeling claims.

Federal law prohibits marketing products labeled as pet food for human consumption. Milk distributed as pet
food is not tested for human consumption. Pet food milk may contain harmful bacteria, such as e. coli or fecal
coliform.

The experience of the movie and TV star, Gillian Anderson, emphasizes that labeling these products as pet food
is simply not enough. Ms. Anderson announced on national television that she purchased a container of yogurt in
Sedona and realized only after she finished eating the product that it was labeled “for pet food only.”

R3-3-904, Milk and Milk Products for Use As Commercial Feed, follows the same concept as the current meat
and poultry rule, R3-2-207, which requires meat used as animal food be decharacterized. Although meat decharacter-
ization may be accomplished using coloring agents, it is usually done with powdered or liquid charcoal. This makes
the product unappetizing for human consumption.

R3-3-904 does not require that milk or milk products be made unfit to consume. It attempts, however, to erase
any potential confusion about the milk's intended use as pet food. If the public does not read the labeling, the food
coloring alerts them that they have a milk product manufactured specifically for pet food, that it has not been pasteur-
ized, and may contain harmful bacteria. The Department cannot presume that everyone reads the label. If the carton
looks like a Grade A product, appears to be the right size, and the right color, some people assume the product is for
human consumption.

The Department’s goal is to protect human health by curtailing the marketing of pet food as a human consum-
able. Stating that raw milk or raw milk product isn't Grade A, but as good and wholesome as a Grade A product, is
not true.

The Department has the responsibility to make absolutely certain that any raw milk or raw milk product manu-
factured as pet food is not mistakenly purchased for human consumption. If the public knowingly purchases and con-
sumes pet food, that's their choice.

12. Any other matters prescribed by statute that are applicable to the specific agency or to any specific rule or_class of
rules:

None.
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13. Incorporations by reference and their location in therules:

R3-3-801(A) Terms and definitions found in the Official Publication of the Association of American Plant
Food Control Officials, amended 1999.

R3-3-803(E) Investigational allowances as prescribed in the Officia Publication of the Association of
American Plant Food Control Officials, amended 1999.

R3-3-901 Feed ingredient definitions and feed terms found in the Official Publication of the Association
of American Feed Control Officials, effective January 1, 1999.

R3-3-904 Color Requirement card.

R3-3-905(B)(1) The feed labeling guide, the medicated feed labeling, and expression of guarantees require-
ments prescribed in the Official Publication of the Association of American Feed Control Officials, effective January
1, 1999.

R3-3-910(B)(1) “Food Additives Permitted in Feed and Drinking” in the Official Publication of the Associa-
tion of American Feed Control Officials, effective January 1, 1999.

R3-3-910(B)(2) “Substances Generally Recognized as Safe in Animal Feeds” in the Official Publication of the
Association of American Feed Control Officials, effective January 1, 1999.

R3-3-913(A) Methods of sampling commercial feed prescribed in the “Official Methods of Analysis” found
in the publication the Association of Official Analytical Chemists, 16th Edition, 1997.

14. Wasthisrule previously adopted as an emergency rule:
No.

15. Thefull text of therulesfollows:

TITLE 3. AGRICULTURE

CHAPTER 3. DEPARTMENT OF AGRICULTURE
ENVIRONMENTAL SERVICESDIVISION

ARTICLE 7. PESTICIDE

Sections

R3-3-761. Generalprovisions-of technicalrules-andregulatRepealed
R3-3-701. Definitions

R3-3-702. Pesticide Registration; Fee

R3-3-703. General Provisions

R3-3-704. Labels

ARTICLE 8. FERTILIZER MATERIALS

Sections

R3-3-801. LabelingRepealed
R3-3-801. Definitions

R3-3-802. Chemical-analysiRepealed

R3-3-802. Licensure; Specialty Fertilizer Registration; Fees
R3-3-803. Tonnage Reports; Inspection Fee

R3-3-804. General Provisions

R3-3-805. -AnnuatHtennagereportand-inspectiorRepealed
R3-3-806. -Value-ofdeficiencRepealed

R3-3-807. -nvestigationatallowancBepealed
R3-3-808. -PefinitionRepealed

R3-3-809. -Claims-andmisleading-statemdddpealed
R3-3-810. -Leased-centainrdRepealed

R3-3-811. -Ameuntofinspectionfdeepealed

ARTICLE 9. COMMERCIAL FEED

Sections
R3-3-901. Definitions-and-terms
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R3-3-902. Brand-hames Repealed

R3-3-902.  Licensure; Fee; Ammoniation

R3-3-903. Expression-of guarantees Repealed

R3-3-903. Tonnage Reports; Inspection Fee

R3-3-904. Ingredient statement Repeaed

R3-3-904. Milk and Milk Products Decharacterized for Use as Commercial Feed
R3-3-905. Label-format Labeling; Precautionary Statements
R3-3-906. Non-protein nitregen Nitrogen

R3-3-909. Directionsfor-use-and-precadtionary-statements Repealed
R3-3-910. Drug and feed-additives Feed Additives

R3-3-911. Goedmanufacturing practices Repealed

R3-3-912. AnnuaHennagerepertandinspectionfee Repealed
R3-3-913. Methedsef-sampling-commereia-feed Sampling Methods
R3-3-914. Metheods-of-analyzing-commercial-feed Repealed
R3-3-915. Awmeunt-of-inspectionfee Repealed

R3-3-916. Licenserequired-to-ammeniate Repeaed

ARTICLE 7. PESTICIDE

B of-this-Article, or
N or—distribution—in- bulk to a

e the appli-

without rela-

R3-3-701. Definitions

In addition to the definitions in A.R.S. 8 3-341, the following terms apply to this Article:

1. “Discontinuation” means when the registrant is no longer distributing a pesticide into Arizona.

2. “Pest” means, in addition to the pests declared in A.R.S. § 3-341(20), all birds, mammals, reptiles, amphibians, fish,
slugs, snails, crayfish, roots and plant parts.

3. “Official sample” means any sample of pesticide taken by the Associate Director, or the Associate Director’s agent,

and designated as official.

R3-3-702. Pedticide Registration; Fee
A. Regqistration. Any person registering a pesticide shall provide the following documents and information on a form pro-
vided by the Department with a nonrefundable $100 fee for each pesticide, for each year of the registration:
1. The name, address, telephone number, and signature of the applicant;
2. The name and address of the company appearing on the label;
3. The social security number or tax identification number;
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The date of the application;

The brand and name of the pesticide being registered:;

The EPA reqgistration number of the pesticide if applicable;

The analytical methods for any analyses of residues for the active ingredients of the pesticide, if requested by the

Department;

The toxicological and safety data, if requested by the Department;

The name and tel ephone number of the person providing the toxicological and safety data;

10 Two pesticide labels for any pesticide not previously registered:

11. The material safety data sheet for each pesticide; and

12. Thelicense time-period option.

A pesticide registration is nontransferable, expires on December 31, and shall, at the option of the applicant, be valid for 1

or 2 years.

C. If an applicant elects a 2-year pesticide registration, any additional pesticide registered during that 2-year registration shall
have the same registration end-date as any other pesticide currently registered by that applicant with the Department.

R3-3-703. General Provisions
A. Discontinued pesticides. In addition to the requirements for discontinued pesticides established in A.R.S. § 3-351(K), any
person holding a pesticide found in the channels of trade following the 3-year discontinuation period shall be responsible
to register or dispose of the pesticide.
B. Sampling.
1. The Associate Director, or the Associate Director’s agent, may sample, inspect, and analyze any pesticide distributed
within the state to determine whether the pesticide is in compliance with the provisions of this Article and laws per-
taining to this Article, or if a complaint has been filed with the Department.

N[O |7~
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2. The analytical results of pesticide formulations as listed on a label shall comply with the allowed deviations listed in
R3-3-704(B).
3. The results of an official analyses of any pesticide not in compliance with the allowed deviations listed in R3-3-

704(B) shall be sent to the Associate Director, to the registrant, or other responsible person. Upon request, and within
30 days, the Associate Director shall provide the registrant or other responsible person a portion of the noncompliant
pesticide sample.
C. Prohibited acts. No person shall purchase a pesticide to repackage the pesticide for distribution and sale without relabeling
the repackaged container and complying with the provisions of the Act.

R3-3-704. Labels

A. Within 2 weeks of a pesticide label revision, a registrant shall provide the Department with 2 pesticide labels that have
been revised since the pesticide was originally registered.

B. The Associate Director may request a copy of a pesticide label if the label on file is older than 3 years.
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ALLOWED DEVIATIONSOF ANALYTICAL RESULTSFROM LABEL CLAIMS
FORACTIVE INGREDIENTSIN PESTICIDE FORMULATIONS

Allowed Deviations for Allowed Deviations for
Claim HCV(1) HSD(2 “uniform”(3) samples “non-uniform”(4) samples
% % Claim Claim Claim Claim
- 3HSD + 6HSD - 4HSD + 8HSD
0.001 11.31 0.00011 0.00066 0.00168 0.00055 0.00191
0.005 8.88 0.00044 0.0037 0.0077 0.0032 0.0086
0.008 8.27 0.00066 0.0060 0.0120 0.0054 0.0133
0.01 8.00 0.00080 0.0076 0.0148 0.0068 0.0164
0.03 6.78 0.0020 0.024 0.042 0.022 0.046
0.06 6.11 0.0037 0.049 0.082 0.045 0.089
0.10 5.66 0.0057 0.083 0.13 0.077 0.145
0.40 4.59 0.018 0.34 0.51 0.33 0.55
0.80 4.14 0.033 0.70 1.00 0.67 1.06
1.0 4.00 0.040 0.88 1.24 0.84 1.32
2.0 3.60 0.072 1.78 2.43 171 2.58
4.0 3.25 0.13 3.61 4.78 3.48 5.04
6.0 3.05 0.18 5.45 7.10 5.27 .47
10.0 2.83 0.28 9.15 11.70 8.87 12.26
15.0 2.66 0.40 13.80 17.39 13.40 18.19
20.0 2.55 0.51 18.47 23.06 17.96 24.08
25.0 2.46 0.62 23.15 28.70 22.54 29.93
30.0 2.40 0.72 27.84 34.32 27.12 35.75
35.0 2.34 0.82 32.54 39.92 31.72 41.56
40.0 2.30 0.92 37.25 4551 36.33 47.35
45.0 2.26 1.01 41.96 51.09 40.94 53.12
50.0 2.22 1.11 46.67 56.66 45.56 58.88
60.0 2.16 1.30 56.11 67.78 54.82 70.37
70.0 2.11 1.48 65.57 78.86 64.09 81.82
90.0 2.03 1.83 84.51 100.97 82.68 104.63

(1) HCV (%) = Horwitz Coefficients of Variation = 2 (1 -0.5 log (claim %/100))

(2) HSD = Horwitz Standard Deviation = (Claim %) HCV %)/100

(3) “Uniform” samples are homogeneous products which can be analyzed by established procedures. In most cases,
validated analytical methods are available for these samples.

(4) “Non-uniform” samples are non-homogeneous samples or products which are difficult to sample or subsample.
These products may not be uniformly mixed or packaged and include some special formulations like natural prod-
ucts. These types of samples include fertilizer containing pesticides, pesticides in pressurized containers, strips, plas-
tic bands, collars, grain and other carriers. Natural product formulations such as rotenone and pyrethrin are also
included in this group. When it is necessary to use methods which are not validated for accuracy, precision, and
reproducibility in a specific matrix, the “non-uniform” guidelines may be used for allowed deviations. States may use
judgment in placing a sample into the “uniform” or “non-uniform” category.

ARTICLE 8. FERTILIZER MATERIALS
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R3-3-801. Definitions

In addition to terms and definitions in the Official Publication, which isincorporated by reference, on file with the Secretary of

State, and does not include any later amendments, and the definitions in A.R.S. § 3-262, the following term applies to this Art
cle:

“Official Publication” means the Official Publication of the Association of American Plant Food Control Officials,
amended 1999. Copies may be purchased from NC Dept. of Agriculture, 4000 Reedy Creek Road, Raleigh, NC

27607-6468.

he elements.

R3-3-802. Licensure; Specialty Fertilizer Reqgistration; Fees

A. Commercial fertilizer license. Any person applying for a commercial fertilizer license, under A.R.S. § 3-272, to manufac-

ture or distribute commercial fertilizer, shall provide the following information on the license application provided by the
Department with a nonrefundable fee of $125 for each year of the license:

1. The following information on the license application provided by the Department:

2. The name, title, and signature of the applicant;

The date of the application;

The distributor or manufacturer name, mailing address, telephone, and facsimile number;

The social security number or tax identification number;

The physical location, telephone, and facsimile number of the distributor or manufacturer, if different than subsection
(A)(4);

The name, address, telephone, and facsimile number of the distributor or manufacturer where inspection fees are
paid, if different than subsection (A)(4); and

8. The license time-period option.

A commercial fertilizer license is nontransferable, expires on June 30, and shall, at the option of the applicant, be valid for
1 or 2 years.

C. Specialty fertilizer registration.

1. Any manufacturer or distributor whose name appears on a specialty fertilizer label shall provide the following infor-
mation to the Department with a nonrefundable fee of $50 per brand and grade of specialty fertilizer for each year of
the regqistration:

The name, address, telephone number, and signature of the applicant;
The name and address of the company on the label;

The date of the application;

The grade, brand, and name of the specialty fertilizer;

The current specialty fertilizer label; and

The registration time-period option.

[ [T [ |0
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2. A specialty fertilizer registration is nontransferable, expires on June 30, and shall, at the option of the applicant, be
valid for 1 or 2 years.
3. If an applicant elects a 2-year specialty fertilizer registration, any additional fertilizer registered during that 2-year

registration shall have the same registration end-date as other fertilizer currently reqgistered by that applicant with the
Department.

R3-3-803. Tonnage Reports; I nspection Fee
A. Quarterly tonnage reports and inspection fee.

1. The inspection fee for all commercial fertilizers, including specialty fertilizers, sold or distributed in Arizona is 25¢

per ton. The tonnage shall be rounded to the nearest whole ton.

2. Any applicant applying for and receiving a new license after March 15, June 15, September 15, or December 15 is not
required to file a quarterly tonnage report for the quarter in which the license application is issued. Any commercial
fertilizer distributed in the final 2 weeks of the initial application quarter shall be included on the next full quarterly
report. Any person who distributed commercial fertilizer without a license as required under A.R.S. 8§ 3-2009 shall
pay all past due inspection fees and late penalties before a license is issued.

Any licensee not estimating annual tonnage shall file the following information on a quarterly statement provided by
the Department no later than the last day of January, April, July, and October of each year for the preceding calendar
quarter and pay the inspection fees and any penalties, if applicable:

a. Ifthe inspection fee is being passed on to the purchaser:

i. The assigned number and name of the currently licensed company;

i. The commercial fertilizer by code or grade;

ii. The amount of commercial fertilizer in whole tons;

iv. The name, title, telephone number, and signature of the licensee or the licensee’s authorized representative;
and

|0
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v. Thedate of the report.

If the licensee pays tonnage fees for the distribution of a commercial fertilizer:

i. Thegrade;

The amount of commercial fertilizer distribution by county;

If the commercial fertilizer is dry, whether it is abulk agricultural product, a bagged agricultural product, or

anon-agricultural product;

If the commercia fertilizer is liquid, whether it is an agricultural or non-agricultural product;

The name, title, telephone number, and signature of the licensee or the licensee’s authorized representative;

and

vi. The date of the report.

B. Estimated tonnage report. A licensee may estimate the annual fertilizer material tonnage if it is 400 tons or less per year
and the licensee does not pass the inspection fee responsibility to the purchaser.

1. The licensee shall submit the estimated annual commercial fertilizer tonnage report to the Department with the annual
inspection fee no later than July 31 of each year. The tonnage report shall contain:

=3

<R

a. The estimated tonnage of commercial fertilizer to be distributed;

b. The grade;

c. The amount of distribution by county;

d. If the commercial fertilizer is dry, whether it is a bulk agricultural product, a bagged agricultural product, or a
non-agricultural product;

e. If the commercial fertilizer is liquid, whether it is an agricultural or non-agricultural product;

f. The name, title, telephone number, and signature of the licensee or the licensee’s authorized representative; and

g. The date of the report.

2. The licensee shall pay at least $8 per year. Adjustments for overestimates or underestimates for a licensee with 400
tons or less of actual tonnage sales shall be made on the next year’s estimating form. Adjustments of underestimates
of licensees with actual tonnage sales more than 400 tons shall be made no later than July 31st of each year.

3. The licensee shall verify the accuracy of the previous year’s tonnage estimates to actual tonnage sales and submit the
tonnage verification no later than July 31st of each year.

4. Overestimation of tonnage.

a. The Department shall not refund any inspection fee based on an overestimation if the licensee does not re-license
in the subsequent year;

b. If a licensee applies for a license in the subsequent year, the Department shall apply any overestimation to the

subsequent year’s tonnage fees.

R3-3-804. General Provisions

A. Labeling.

1. The grade numbers for primary nutrients that accompany the brand name of a commercial fertilizer shall be listed on
the label in the following order: total nitrogen, available phosphate, and soluble potash. Other guaranteed nutrient

values shall not be included with the grade numbers unless:

a. The guaranteed nutrient value follows the grade number;

b. The guaranteed nutrient value is immediately preceded with the name of the claimed nutrient to which it refers in
the guaranteed analysis; and

c. The name printed on the label is as prominent as the numbers.

The materials from which claimed nutrients are derived shall be listed on the label.

No grade is required for fertilizer materials that claim no primary plant nutrient (that is, 0-0-0).

All guaranteed nutrients, except phosphate and potash, shall be stated in terms of elements.

The label shall include the brand name of a fertilizer. Misleading or confusing numerals shall not be used in the brand

name on the label.

Fertilizer material not defined in the Official Publication may be used as fertilizer material if a definition or other

method of analysis and agronomic data for fertilizer material is approved by the Associate Director.

B. Claims and misleading statements.
1. Any nutrient claimed as a fertilizer material shall be accompanied by a minimum guarantee for the nutrient. An ingre-

dient shall not be claimed as a nutrient unless a laboratory method of analysis approved by the Associate Director
exists for the nutrient.
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2. Scientific data supporting the claim of improved efficacy or increased productivity shall be made available for
inspection to the Associate Director upon request.

3. If the name of a fertilizer material is used as part of a fertilizer brand name, such as blood, bone or fish, the guaran-
teed nutrients shall be derived from or supplied entirely by the named fertilizer material.

4. Fertilizer material subject to this Article and applicable laws shall not bear false or misleading statements.

C. Deficiencies.
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The value of anutrient deficiency in afertilizer material shall take into account total value of all nutrients at the guar-
anteed level and the price of the fertilizer materia at the time of sale.
2. A deficiency in an official sample of mixed fertilizer resulting from non-uniformity is not distinguishable from a defi-
ciency due to actual plant nutrient shortage and is subject to official action.
D. Allinvestigational allowances shall be conducted as prescribed in the Official Publication, which isincorporated by refer-
ence, on file with the Office of the Secretary of State, and does not include any later amendments or editions.
E. Leased fertilizer material storage containers shall be clearly |abeled with the following:
1. Grade numbers;
2. Brand name, if applicable; and
3. The statement, “Leased by (Name and address of lessor) to (Name and address of lessee).”

[=

R3-3-805. Anndaltennagerepertand-rspectionfee Repealed

dary ether with the
deforov imates or undere

ARTICLE 9. COMMERCIAL FEED
R3-3-901. De€finitions and-terms-General-Previsions

when-not mixed or
e—meaning—of Section

In addition to the feed ingredient definitions and feed terms in the Official Publication, which is incorporated by reference,

file with the Secretary of State, and does not contain any later amendments or editions, and the definitions in A.R.S. § 3-2601
the following terms apply to this Article:
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“Commercial feed” means all materials, except whole seeds unmixed or physically altered entire unmixed seeds, that
are distributed for use as feed or for mixing in feed. Commercial feed includes raw agricultural commodities distrib-
uted for use as feed or for mixing in feed when the commodities are adulterated within the meaning of section 3-2611.
A.R.S. 8§ 3-2601(2)

“Lot” means any distinct, describable, and measurable guantity that contains no more than 100 tons.

“Official Publication” means the Official Publication of the Association of American Feed Control Officials, effec-
tive January 1, 1999. Copies may be purchased from the Assistant Secretary/Treasurer, P.O. Box 478, Oxford, IN
47971.

SN

isleading.

R3-3-902. Licensure; Fee; Ammoniation

A. Any person applying for a commercial feed license, under A.R.S. 8§ 3-2609, to manufacture or distribute commercial feed
shall provide the following information and a nonrefundable fee of $10 for each year of the license:
1. A copy of the label of each commercial feed product intended for distribution within the state or not already filed by
the applicant with the Department; and
2. The following information on the license application provided by the Department:

a. The name, title, and signature of the applicant;

b. The distributor or manufacturer name, mailing address, telephone, and facsimile number;

c. The social security number or tax identification number;

d. The date of the application;

e. The physical location, telephone, and facsimile number of the distributor or manufacturer, if different than sub-
section (A)(2)(b);

f. The name, address, telephone, and facsimile number of the distributor or manufacturer where inspection fees are

paid, if different than subsection (A)(2)(b); and
. The license time-period option.
A commercial feed license is nontransferable, expires on June 30, and shall, at the option of the applicant, Heamlid for
2 years.
C. Ammoniation. Any person who ammoniates feed or feed material for distribution or sale shall obtain a commercial feed
license and is responsible for all testing, labeling, or other requirements pertaining to commercial feed, unless the feed is
ammoniated on the premises of the person using the ammoniated feed.

|o0
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R3-3-903. Tonnage Reports; I nspection Fee
A. Quarterly tonnage report and inspection fee.

1. The inspection fee for all commercial feed sold or distributed in Arizona is 20¢ per ton. The tonnage shall be rounded

to the nearest whole ton.
2. Any applicant applying for and receiving a new license after March 15, June 15, September 15, or December 15 is not
required to file a quarterly tonnage report for the quarter in which the license application is issued. Any commercial
feed distributed in the final 2 weeks of the initial application quarter shall be included on the next full quarterly
report. Any person who distributed commercial feed without a license as required under A.R.S. § 3-2609 shall pay
all past due inspection fees and late penalties before a license is issued.
Any licensee not estimating annual tonnage shall file the following information on a quarterly statement provided by
the Department no later than the last day of January, April, July, and October of each year for the preceding calendar
quarter and pay the inspection fees and any penalties, if applicable:
a. Ifthe inspection fee is being passed on to the purchaser:

i. The assigned number and name of the currently licensed company:

i. The amount of commercial feed in whole tons and by type, indicating whether the commercial feed is

bagged or bulk;

The name, title, telephone number, and signature of the licensee or the licensee’s authorized representative;
and

iv. The date of the report.
b. Ifthe licensee pays a tonnage fee for the distribution of a commercial feed:

i. The amount of commercial feed in whole tons and by type, indicating whether the commercial feed is

bagged or bulk;
ii. The name, title, telephone number, and signature of the licensee or the licensee’s authorized representative;

o
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and
iii. The date of the report.
Estimated tonnage report. A licensee may estimate the annual commercial feed tonnage if it is 400 tons or less per year
and the licensee does not pass the inspection fee responsibility to the purchaser.
1. The licensee shall submit the estimated annual commercial feed tonnage report to the Department with the annual
inspection fee no later than July 31 of each year. The tonnage report shall contain:
a  The estimated tonnage of commercial feed to be distributed:;
b. The amount of commercial feed in whole tons and by type, indicating whether the commercial feed is bagged or
bulk;
c. The name, title, telephone number, and signature of the licensee or the licensee’s authorized representative; and
d. The date of the report.

|o0

2. The licensee shall pay at least $8 per year. Adjustments for overestimates or underestimates for licensees with 400
tons or less of actual tonnage sales shall be made on the next year’s estimating form. Adjustments of underestimates
of licensees with actual tonnage sales more than 400 tons shall be made no later than July 31st of each year.

3. The licensee shall verify the accuracy of the previous year’s tonnage estimates to actual tonnage sales and submit the
tonnage verification no later than July 31st of each year.

4. Overestimation of tonnage.

a. The Department shall not refund any inspection fee based on an overestimation if the licensee does not re-license
in the subsequent year;

b. If a licensee applies for a license in the subsequent year, the Department shall apply any overestimation to the
subsequent year’s tonnage fees.

all be the
he Associa-

h-ingredients
the label.

R3-3-904. Milk and Milk Products Dechar acterized for Use as Commercial Feed

A. A person shall not sell, offer for sale, store, transport, receive, trade or barter, any milk or milk product for commercial

feed unless the milk or milk product:

Meets Grade A milk standards as specified in A.A.C. R3-2-802;

Is produced as prescribed in A.A.C. R3-2-805; or

Is decharacterized with food coloring approved by the Federal Food, Drug, and Cosmetic Act and the decharacteriza-

tion:

a. Does not affect nutritive value; and

b. Matches the color on the Color Requirement card, incorporated by reference and on file with the Office of the

Secretary of State. Any person decharacterizing milk and milk products may obtain a Color Requirement card
from the Environmental Services Division Office, Arizona Department of Agriculture, 1688 West Adams, Phoe-
nix, Arizona 85007.

B. Labeling. All milk or milk product commercial feed labels shall be approved by the Associate Director before use.

1. The principal display panel of a decharacterized milk or milk product commercial feed container shall prominently
state “WARNING - NOT FOR HUMAN CONSUMPTION" in capital letters. The letters shall be at least ¥4 inch on
containers of 8 0z. or less and at least % inch on all other containers.

2. The container label shall also bear the statement “This product has not been pasteurized and may contain harmful
bacteria,” in letters at least 1/8 inch in height.

C. Milk or milk products intended for commercial feed shall not be displayed, sold, or stored at premises where food is sold

or prepared for human consumption, unless it meets Grade A standards or is decharacterized and clearly identified “Not
for Human Consumption.”

R3-3-905. Eabefermat Labeling: Precautionary Satements
A. Ingredient statement.
1. Each ingredient or collective term for the grouping of ingredients not defined in the Official Publication shall be a

| N =

common name.
2. All labels for commercial feed and customer-formula feed containing cottonseed or a cottonseed product shall sepa-

rately list the ingredients in the ingredient statement in addition to any collective term listed.
B. m h ha offici ' iati i

Officials

1. Alllabeling and expression of guarantees shall comply with the commercial feed-labeling guide, medicated commer-
cial feed labeling, and expression of guarantees requirements prescribed in the Official Publication, which is incorpo-
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rated by reference, on file with the Office of the Secretary of State, and does not include any later amendments or
editions.

2. Thelabel shall include the brand or product name, and shall indicate the intended use of the feed. The label shall not
contain any false or misleading statements.
3. Directions for use and precautionary statements.

a All labeling of whole cottonseed, commercial feed, and customer-formula feed containing any additive (includ-
ing drugs, special purpose additives, or non-nutritive additives) shall clearly state its safe and effective use. The
directions shall not require special knowledge of the purpose and use of the feed.

b. Directions for use and precautionary statements shall be provided for feed containing non-protein nitrogen as
specified in R3-3-906.

c. All whole cottonseed or commercial feed, and customer-formulafeed delivered to the consumer shall be accom-
panied by an accurate label, invoice, weight ticket or other documentation approved by the Department. The doc-
umentation shall be left with the consumer and shall contain the following:
i. “This feed contains 20 or less ppb aflatoxin and may be fed to any animal;” or
i. “WARNING: This feed contains more than 20 ppb but not more than 300 ppb aflatoxin and shall not be fed
to lactating animals whose milk is intended for human consumption.”
d. Adistributor of whole cottonseed or cottonseed product intended for further processing, planting seed, or for any
other purpose approved by the Director, shall document in writing to the Department that:
i. The lot of whole cottonseed or cottonseed product will not be used as commercial feed until the lot is tested
and compliant with all state laws; and
ii. The documentation prescribed in subsection (B)(3)(c) is not required.
e. The distributor shall maintain the documentation for 1 year.
f. The lot of whole cottonseed or cottonseed product shall be labeled as follows: “WARNING: This material has

not been tested for aflatoxin and shall not be distributed for feed or fed to any animal until tested and brought into
full compliance with all state laws.”

R3-3-906. Non-protein ritreger Nitrogen

A. Urea and other non-protein nitrogen prodeeB—asﬂe#neém—ﬂ%e&g%G#leM*Hmaﬂenﬁﬁme—Asseeaﬂen@Amencan
Feed-Ceontrol-Officialsare acceptable ingredients in commercial fefedguminant animals as a source of equivalent
crude protein.

1. If the commercial feed contains more than 8.75% of equivalent crude protein from all forms of non-protein-nitrogen,
added-as-suehur if the equivalent crude protein from all forms of non-protein nitregen—added-asesaekds
ene-third 1/3 of the total crude protein, the label shall-bear-adeqnabededirections for the safe use of tfeeds
and-athe followingprecautionary statement: “Caution: Use as Directed”

2. The directions for use and the-cautfmecautionarstatement shall be-intype-ef such-size-andrgted andlaced
on the label sthat-they-willberead-and-understooddnordinary personander customary conditions of purchase

and use can read and understand the d|rect|ons
B. Non-protein nitrogen products,-as-defined ici icati iati j eed Control

Offieials; are acceptable |ngred|ents in commerual feeds d|str|buted to non-ruminant anlmals as a source of nutrients
other than equivalent crude protein. The maximum equivalent crude protein from non-protein nitrogen-seuwrees-when used
in non-ruminant rations shall not exceed 1.25% of the total daily ration.

e-presence-of-non-protein
nitrogen. A medlcated feed IabeI shall contaln feedlnq dlrectlons or Drecaunonarv statements or both, with sufficient
information to ensure that the feed is properly used.

eeds and cus-
itives) shall:
vledge of the pur-

itregen as speci-

by all appli-
commer-
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R3-3-910. Drug and feedadditives Feed Additives
A. Prierto-appreval-of Drug and feed additive approval.
1. Before a label is approved by the Associate Director for commercial feed which-eentains containing additives
(including drugs, other special purpose additives, or non-nutritive additives), the distributor may be required to sub-
mit evidence to-preve demonstrating the safety and efficacy of the commercia feed when used according to the label
directionsfurnished-entheltabel if the material is not recognized as a commercial feed.
2. If acomplaint has been filed with the Department, the distributor may be required to submit evidence demonstrating
the safety and efficacy of the commercial feed when used according to the label directions.
B. Satisfeetory-evidence Evidence of safety and efficacy of acommercial feed may be:
1 When If the commerC|a| feed eem&nssueh containing addnwes%heuseef—whreh conforms to the requirements of a
- 983 “Food Additives
Permltted in Feed and Drlnklnq in the Official Publlcat|on WhICh is mcorDorated by reference, on file with the
Office of the Secretary of State, and does not include any later amendments or; editions
2. Whenl|f the commerual feed—rs—rtself—a—elmg—aech substancgenerally recognlzed as safe—and—e#eewe—fer the
i reer 21 U.S.C.
m is deflned in the OfflClaI Publlcat|on or listed as a “Substances Generally Recog-
nlzed as Safe in Animal Feeds” in the Official Publication, which is incorporated by reference, on file with the Office
of the Secretary of State, and does not include any later amendments or .editions

ent-good manu-
, as revised

R 226, as

3 ual-distribution
STSETRY er with the
Or-0V j es or underes

R3-3- 913 Met-heds-ef—a%plmg—eemmer—emd—f—eed pling M ethods

aly ixed seeds,
d A i emmodities
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. The State
e represen-

twomply Wlth the Drocedures estabhshed in4.1. 01 Off|C|aI Method 965 16 Sampllng of

en-file-with-the Seeretary-of Sta

Animal Feed, in the “Official Methods of Analysis of AOAC International,” 16th Edition, 1997, which is incorporated by

reference, on file with the Office of the Secretary of State, and does not include any later amendments or editions of the

incorporated matter. Copies may be purchased from AOAC International, 481 North Frederick Avenue, Suite 500, Gaith-

ersburg, Maryland 20877-2417.

&B. —Me%hed—ef—s&mplm@ampllngwhole cottonseed.

Sample size - A gross samplenot less than 30 pounds shall be taken from a-ldthégross sample shall consist of

not less than-teh0 probes evenly spaced-ertgBstream sample passes taken following the procedure-eutiieed

scribedin subsection{E}4)b)-ofthisregulati@)(4)(b).

2. Sample container - The sample container shall consistle&a cloth, burlap, graper or plastic mesh bagglsam-
ples-musfThe sample shable delivered to the laboratory within 48 hours (excluding weekends and holidays), stored
in a dry, well-aeratetbcation,and-al-analysethe results of the analygierfermed-andeported by a certified labo-
ratory within five 5 working days from receipt of sample.

3. Sampling equipment. Sampling equipment includes:

a. Scale, graduated in ¥ pound incremeatsd any of the following

b. FrerCorkscrew trierapproximately 50 inches in length and capable of taking at least a 3-pound-sample.

c. Pneumatic probe sampler such as the “Probe-a-Vac” pneumatic-swsapieier,

d. Stream samplersimitar-to-thefollowing container-approximatelgt least8 inches x 5 inches x 5 % inches
attached to a poledeng-eneugtittatenableghe sampler to pass the container through falling streams of cotton-
seed.

e. Automatic stream samplers or other sampling equipmentprovided-sufficsergntific data documenting-their
its ability to obtain a representative sample-is-made-available-and-found-accaptabedy the-State-Chem-
ist Associate Director

f. Shop-vac 1.5 hp vacuum system capable of holding 12 gallons, modified to hold a 15 ft. length of vacuum hose
attached to a 13 ft. length of % in PVC pipe.

4. Sampling procedure.

a. NHGE&M#besampled—biHaHngﬁPBasPeﬂequaHy%paeed—pmmesorkscrew trier or Probe-a-Vac sampler

is used, at least 10 evenly spaced probes shall be taken A#rToe probed samples-wiihallbe taken accord-
ing to the following patterns:

SAMPLING PROCEDURES

YWedoe Shaped Pie

Cormical Pile
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AH The probes must shall penetrate to-a-minimum-depth-of at |east 50 inches—Nettessthantwe and at least 2 of
the ten 10 probes per sample must shall reach the bottom of the lot being sampled. The probe shall be inserted at
an angle perpendicular to the face of the lot.

b. If ashop-vac systemisused at least 15 evenly spaced probes shall be taken per lot. The sampling patterns speci-
fied in subsection (B)(4)(a) shall be modified to allow for the additional samples.

b.c. Stream samples shall be taken while the material cottonseed is being discharged, provided if there is a uniform
discharge flow over a set period of time. The sample shall take-rettessthanten consist of at least 10 evenly
timed and spaced passes through the discharge flow, resulting in the preper sample size specified in subsection

(B)(1).
ed. The entire gross sample shall be weighed to the nearest ¥z peund—tr-ne-case-shal-the-grosbuashplénot

be reduced in size. If any gross sample does not meet the minimum 30 pound weight that gross-sasialik must
be discarded and the samplimpcedure repeated from the beginning. If the shop-vac gross sample is not at least

10 Dounds the sample shaII be d|scarded and the sampling Drocedure reDeated from the beginning.

menting that
e-by the State
Ghermst The Assouate D|rector shall apDrove anv mod|f|ed sampling procedure if SC|ent|f|c data is provided
that documents that representative samples will be obtained through the modified sampling procedure.

ot be dried

' d . f b } i g edure above.

b_. h 1 1 " 00/,
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a required to
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e pai i eniated on the pre

NOTICE OF FINAL RULEMAKING

TITLE 3. AGRICULTURE

CHAPTER 9. DEPARTMENT OF AGRICULTURE
AGRICULTURAL COUNCILS

PREAMBLE
1. Sections Affected Rulemaking Action
R3-9-301 Amend

2. The specific authority for the rulemaking, including both the authorizing statute (general) and the statutes the

rules areimplementing (specific):
Authorizing statute: A.R.S. § 3-1083

Implementing statute: A.R.S. § 3-1086(B)

3. Theeffective date of therules:
November 3, 1999

4. A list of all previous notices appearing in the Register addressing thefinal rule:
Notice of Rulemaking Docket Opening: 5 A.A.R. 2010, June 18, 1999.
Notice of Proposed Rulemaking: 5 A.A.R. 2778, August 20, 1999.

5. Thename and address of agency personnel with whom per sons may communicate regarding the rulemaking:
Name: Shirley Conard, Rules Specialist

Address: Arizona Department of Agriculture
1688 West Adams, Room 235
Phoenix, Arizona 85007

Telephone: (602) 542-0962
Fax: (602) 542-5420
E-mail: shirley.conard@agric.state.az.us

6. An explanation of the rule, including the agency’s reasons for initiating the rule:
This rulemaking establishes the reporting requirements for gin operators; brings the rule up-to-date with the 1996 leg-
islation (A.R.S. § 3-1086) by changing the location for submitting the reports and fees from the Arizona Department
of Agriculture to the Arizona Cotton Research and Protection Council; requires the gin number, the name of county
where the reporting gin is located, and the FSA farm number; and makes clear that the gin operator must report the
estimated number of ginned bales on the February 15th report and the actual number of ginned bales on the March
15th report.
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14.
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A reference to any study that the agency relied on in its evaluation of or justification for the rule and where the
public may obtain or review the study, all data underlying each study, any analysis of the study and other

supporting material:
None.

A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a
previous grant of authority of a palitical subdivision of this state:
Not applicable.

Thesummary of the economic, small business, and consumer impact:
This rulemaking affects each gin operator who has ginned for Arizona cotton producers during the current crop
year.

A. Estimated Costs and Benefits to the Arizona Cotton Research and Protection Council.

The rulemaking changes brings the rule in line with 1996 legislation and updates information required on the
reporting forms. The Council is not economically affected by the implementation and enforcement of this rulemak-

ing.
B. Estimated Costs and Benefits to Political Subdivisions.

Political subdivisions of this state are not directly affected by the implementation and enforcement of this rule-
making.

C. Businesses Directly Affected By the Rulemaking. (Gin Operators)
Gin operators are not economically impacted by this rulemaking.
D. Estimated Costs and Benefits to Private and Public Employment.

Private and public employment are not directly affected by the implementation and enforcement of this rulemak-
ing.
E. Estimated Costs and Benefits to Consumers and the Public.

Consumers and the public are not directly affected by the implementation and enforcement of this rulemaking.
F. Estimated Costs and Benefits to Sate Revenues.

This rulemaking will have no impact on state revenues.

A description of the changes between the proposed rules, including supplemental notices, and final rules (if

applicable):
Minor grammatical changes were made at the request of the GR.R.C. staff.

A summary of the principal comments and the agency response to them:
None.

Any other matters prescribed by statute that are applicable to the specific agency or to any specific rule or_class of
rules:
None.

Incorporations by reference material and their location in the rules:
None.

Wasthisrule previously adopted as an emergency rule?
No.

Thefull text of therulesfollows:

TITLE 3. AGRICULTURE

CHAPTER 9. DEPARTMENT OF AGRICULTURE
AGRICULTURAL COUNCILS

Sections
R3-9-301. Fees—Ginning and Remittance Forms
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ARTICLE 3. ARIZONA COTTON RESEARCH AND PROTECTION COUNCIL

R3-9-301. Fees—Ginning and Remittance Forms

A

|o0

Each September the Arizona Cotton Research and Protection Council shall send the ginning and remittance report forms
and a fee schedule to the operator of each gin for which a report was made during the previous year. A gin operator who
has not submitted a report in the previous year may obtain the report forms and a fee schedule from the Arizona Cotton
Research and Protection Council office

ch Each gin oper-
ator Who hasgr—nned g@ for Arizona producers dur| ng the current crop year shall compl ete the foI lowing reports and sub-

mit them with the appropriate fees, and-shall-be-submitted-with—fees—ifapphicable; to the-Arizena—DBepartment—of
Agrieutture Arizona Cotton Research and Protection Council within the times specified below: Repert-ferms-requiring

disclosure-of-specified-infermation-are-asfollews:

The name and numbefrthe reportlng g|n
The business mailing addreasgtelephone number, and courmtfythe reporting gin;
The_name of thauthorized agent for the gin;

a
b
C.
d. The-menths+eperted-and-thimp year;

e. The-Agricultural-Stabilization-and-Conservation-Service-farm-number;
£

f.

g

h

The name and mailing address of each crop producer;

The Farm Service Agency (FSA) farm number;

Fhe An estimate of thenumber of bales to bginned_by March 15rom cotton grown at-a-leeatioor below
2,700 feet elevatigrand

FheAn estimate of th@umber of bales to bginned_by March 1%rom cotton grown-at-a-leeaticabove 2,700

feet elevation

2. de ; operato ubmit-a report to
Pe Ag ARRGP d-after February
%and—threugh—tlene (Dn or before March 15th of each vear
a. The information in subsections (1)(a) through (1)(f),
b. The total number of bales actually ginned and the certification number issued by the Department for meeting the
tilage deadline for cotton grown at or below 2,700 feet elevation, and
c. The total number of bales actually ginned from cotton grown above 2,700 feet elevation.
NOTICE OF FINAL RULEMAKING
TITLE 4. PROFESSIONS AND OCCUPATIONS
CHAPTER 23. BOARD OF PHARMACY
PREAMBLE
Sections Affected Rulemaking Action
R4-23-110 Amend
R4-23-403 Amend
R4-23-610 Amend

The specific authority for the rulemaking, including both the authorizing statute (general) and the statutes the
rules are implementing (specific):
Authorizing statutes: A.R.S. § 32-1904(A)(1).

Implementing statutes: A.R.S. §§ 32-1904(B)(5) and (7).

The effective date of therules:
November 2, 1999

A list of all previous notices appearing in the Redister addressing thefinal rule:
Notice of Rulemaking Docket Opening: 1 A.A.R. 200, March 17, 1995.
Notice of Proposed Rulemaking: 5 A.A.R. 1088, April 16, 1999.

Notice of Supplemental Proposed Rulemaking: 5 A.A.R. 2253, July 16, 1999.
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5. Thename and address of agency personnel with whom per sons may communicate regarding the rule:
Name: Dean Wright, Compliance Officer

Address: Board of Pharmacy
5060 N. 19th Ave., Suite 101
Phoenix, AZ 85015

Telephone: (602) 255-5125, Ext. 131
Fax: (602) 255-5740
E-mail: rxcop@uswest.net

6. An explanation of therule including the agency’sreasonsfor initiating the rule:
Thisrule was initiated at the request of the Arizona Pharmacy Association. The Arizona Pharmacy Association repre-
sents pharmacies and pharmacistsin the state of Arizona. In thefall of 1994, acommittee consisting of members from
the Arizona Pharmacy Association and the Board staff worked together to identify possible changes in existing rule
that are formalized in these proposed rules.

The rule includes new definitions for “certified pharmacy technician”, “other designated personnel”, “pharmacy tech-
nician”, and “support personnel”. The rule amends the definition for “supervision” and deletes the definition for “sup-
portive personnel”. The rule also incorporates the use of “graduate intern”. Recent statutory changes created the
“graduate intern” designation and the rule incorporates the term where applicable. The rule addresses format and
style changes necessary under the current administrative procedures act and other necessary language changes to pre
vide a clear, concise, and understandable document.

The heading of R4-23-403 is changed from “Supportive personnel” to “Pharmacy technicians and certified pharmacy
technicians”. The rule makes changes to R4-23-403 that address the activities of pharmacy technicians and certified
pharmacy technicians. Specifically, the rule adds language that:

a. Changes the minimum requirements for working as a pharmacy technician or certified pharmacy technician
including age, education, training, and documentation;

b. Addresses off-site training and includes a grandfather clause;

c. Addresses the current 2:1 ratio of technicians to pharmacists in the pharmacy area by allowing 3 technicians in
the pharmacy area per pharmacist if at least 1 of the 3 technicians is certified;

d. Changes the list of permissible activities of a pharmacy technician by deleting items 1, 7, and 9 (accepting a
new written prescription order, counting, pouring or reconstituting medications, and filing prescription orders);

e. Renumbers the list to items 1 through 8 and makes changes that clarify technician activities;
f. Defines the permissible activities of certified pharmacy technicians;

g. Removes the employment notification requirements imposed on the pharmacist-in-charge of the pharmacy;
and

h. Requires development and implementation of written policies and procedures and a training program for phar-
macy technicians and certified pharmacy technicians.

The rule makes changes to R4-23-610 that address community pharmacy personnel and security procedures. The rule
expands and clarifies the duties of the pharmacy permittee and pharmacist-in-charge related to the written policies
and procedures for technicians, the technician training program, the designation of personnel permitted in the phar-
macy, and the security of the drugs received by the pharmacy.

The Board believes that adoption of these rules will benefit the public health and safety by establishing clear stan-
dards governing community pharmacy practice. Specifically, the duties of pharmacy technician, and certified phar-
macy technician. The Board further believes that regulation and enforcement are necessary to regulate and control the
rapidly evolving role of pharmacists and technicians in a dynamic healthcare system.

7. A reference to any study that the agency relied on in its evaluation of or justification for the rule and where the
public may obtain or review the study, all data underlying each study, any analysis of the study, and other
supporting material:

Not applicable.
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8. A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a
previous grant of authority of a political subdivision of this state:
Not applicable.

9. Thesummary of the economic, small business, and consumer impact:
The principal impact of the rule will be on pharmacists, technicians, pharmacies, and patients. For pharmacists-in-
charge, the rule provides the means to increase the quality and training of technicians.

For staff pharmacists, the rule will provide more qualified and better trained technicians. This will give the pharma-
cist more time to evaluate drug use, counsel patients, and ultimately provide better health care for Arizona citizens.

For technicians, the rule establishes a definite career path through certification. Technicians who become certified can
look forward to increased income and prestige. All technicians will benefit from the establishment of minimum stan-
dards of education and training. Job opportunity for technicians will increase with the increase in technician to phar-
macist ratio.

The majority of pharmacies in Arizona are chain pharmacies. Chain pharmacy representatives helped write the new
standards. The chain pharmacies have already moved to increase the number of certified pharmacy technicians they
employ. These pharmacies realize that using better trained technicians will decrease costs by lowering employee turn-
over rates and increasing employee efficiency. When appropriate, the use of a 3 technician to 1 pharmacist ratio will
decrease payroll costs and improve efficiency and patient care. These cost savings should offset the increased cost of
higher wages for certified pharmacy technicians. The rulemaking allows for the continued employment of existing
technicians who may not meet the new standards, thus not unduly penaizing either employee or employer. Most
independent pharmacies will not use the 3 to 1 ratio, but they will receive the other benefits of using better trained
technicians. Because using certified pharmacy technicians is not mandatory, except for the 3 to 1 ratio, the rulemak-
ing will have minimal impact on independent pharmacies.

The rulemaking indirectly benefits consumers by establishing higher minimum standards for pharmacy technicians
and certified pharmacy technicians. These minimum standards will provide more qualified and better trained techni-
cians. The use of well-trained technicians will give the pharmacist more time to evaluate drug use, counsel patients,
and ultimately provide better pharmaceutical care for Arizonacitizens.

10. A description of the changes between the proposed rules, including supplemental notices, and final rules (if
Comments received at a public hearing on the proposed rulemaking held on May 17, 1999 prompted the Board to
make the substantive changes as published in a notice of supplemental proposed rulemaking on July 16, 1999. The
commenters noted that requiring a pharmacist-in-charge to develop or even cooperate in the development of policy
and procedures and training programs is not feasible. Chain pharmacies (community, supermarket, deep-discount)
comprise more than 85% of the pharmacies in Arizona. In actuality, the pharmacist-in-charge in these chains has no
input into pharmacy policy and procedures or training programs.

The rule is changed to require that the pharmacy permittee (in this case, chain management) or the pharmacist-in-

charge develop technician policy and procedures and technician training programs. These changes occur in R4-23-
403(A)(3), (E), (H), and (J)(1). In subsection (A)(3), the rule requires a copy of the training guidelines in the phar-

macy. The majority of the language in subsection (A)(3) is moved into a new subsection (J) and the previous subsec-

tion (J) becomes subsection (K). Subsection(A)(3) now requires the completion of atraining program as specified in
subsection (J). The training guidelines are actually a part of the training program and it was the intent of the Board to

have a copy of the entire training program in the pharmacy for reference. Subsection (J)(1)(d) adds the words “pro-
gram and” between the words “training” and “guidelines”.

Other public comment questioned why a pharmacist-in-charge should be required, as in subsection (G), to notify the
Board within specific time-frames of employing, terminating, or training a technician. Another commenter wanted to
know what the Board did with this information. Because the Board does not license or even have authority to license
technicians and does not do anything with the information in question, the Board decided to repeal the employment
notification requirements in subsection (G) and renumber subsequent subsections accordingly.

While reviewing the rule for these changes, Board staff noticed and inserted a missing word in subsection (1)(7)(e).
The word “and” was left out by mistake in the proposed rulemaking. This grammatical error should be caught by
GRRC staff on final review, but we have inserted it at this time.

11. A summary of the principal comments and the agency responseto them:
Comment 1: Disagree with the requirement that technicians be at least 18 years of age and have a high school
diploma. This requirement will stop the use of students from high school vocational training programs.
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Board Response: For many years, Arizona hospitals have required pharmacy techniciansto be at least 18 years of age

and have a high school diploma. The Board believes the same requirement should apply to techniciansin community

pharmacy practice. Equalizing the standards for technicians is part of the Board’s statutory mandate to protect the
public health and safety.

Comment 2: The term “written guideline” in R4-23-403(A)(3) does nothing to further the advancement of technol-
ogy. An alternate form of record keeping for the training manual, job descriptions, and records of training is needed.

Board Response: Section R4-23-403(H) allows the use of “other methods” for storage of the policies and procedures.
Under this subsection, the use of advanced technology would be allowed.

Comment 3: The rule still requires the hand-initialing of labels which again does not allow for advancements in tech-
nology that can track individuals involved in the filling process.

Board Response: This issue has been addressed many times and the Board believes that hand-initialing is necessary
Present technology does not stop one individual from using another individual’s initials in the computer. Hand-initial-
ing is a unique way to identify the accountable dispensing pharmacist in cases involving a medication error.

Comment 4: Regarding R4-23-403(G), the Board should require individual technicians to register and report employ-
ment and training status. Under these rules failure to report employment and training status is a violation, and the
pharmacist-in-charge may be subject to disciplinary action.

Board Response: The Board does not register or license pharmacy technicians nor does it have that authority. There-
fore the Board can not require technicians to register or report employment and training status. The Board deleted that
subsection in the final rule.

Comment 5: It is unreasonable to require the pharmacist-in-charge to develop or cooperate in the development of pol-
icy and procedure and technician training when in fact that does not occur in any chain pharmacy. Chain pharmacy
management outside the local pharmacy actually develops pharmacy policy and procedure. The rule should be
changed to include chain pharmacy management.

Board Response: The Board agrees with the comment and the final rule reflects that change.

Comment 6: The National Association of Chain Drug Store sent a letter of written comment on the notice of supple-
mental proposed rulemaking. This letter was in favor of the proposed rulemaking, but requested an amendment to the
rule that would add language to establish permissible duties of certified pharmacy technicians during periods when
the pharmacist on duty is taking a break.

Board Response: This new idea is based on a policy implemented by the North Carolina Board of Pharmacy.
Although the idea may have merit, it is a policy in North Carolina not a rule. It is not necessary to make a rule, if a
policy will achieve the same purpose. In addition, the Board's mandate to protect the public health and safety is not
served by making a rule that might allow a technician to work unsupervised by a pharmacist. Before such action is
taken, the Board staff will investigate the North Carolina Board of Pharmacy policy to determine how the policy
works, including specific technician duties allowed and possible enforcement or public safety issues. After reviewing
the investigative findings, the Board will determine whether a policy or rule will best protect the Arizona public
health and safety. To prevent further delay of a rule package that is now over 4 years old, the rule will proceed
unchanged through the rulemaking process.

12. Any other matters prescribed by statute that are applicable to the specific agency or to any specific rule or class of

rules:
Not applicable.

13. Incorporations by reference and their location in therules:
None.

14. Wasthisrule previoudly approved as an emergency rule?
No.

15. Thefull text of therulesfollows:
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TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 23. BOARD OF PHARMACY

ARTICLE 1. ADMINISTRATION

Sections
R4-23-110. Definitions

ARTICLE 4. PROFESSIONAL PRACTICES

Sections
R4-23-403. SuppertivePersonnel Pharmacy Technicians and Certified Pharmacy Technicians

ARTICLE 6. PERMITSAND DISTRIBUTION OF DRUGS

Sections
R4-23-610. Community Pharmacy Personnel and Security Procedures

ARTICLE 1. ADMINISTRATION

R4-23-110. Definitions
“Active ingredient” means any component that furnishes pharmacological activity or other direct effect in the diagnosis,
cure, mitigation, treatment, or prevention of disease or that affects the structure or any function of the body of man or
other animals. The term includes those components that may undergo chemical change in the manufacture_of the drug,
that are present in the finished drug product in a modified_fand,that furnish the specified activity or effect.
“Authentication of product history” means identifying the purchasing source, the ultimate fate, and any intermediate han-
dling of any component of a radiopharmaceutical or other drug.
“AZPLEX” means an Arizona pharmacy law examination written and administered by the Board staff or a Board-
approved national pharmacy law examination written and administered in cooperation with NABP.
“Batch” means a specific quantity of drug that has uniform character and quality, within specified limits, and is produced
according to a single manufacturing order during the same cycle of manufacture.
“Beyond-use date” means a date determined by a pharmacist and placed on a prescription label at the time of dispensing
to indicate a time beyond which the contents of the prescription are not recommended to be used.
“Biological safety cabinet” means a containment unit suitable for the preparation of low to moderate risk agents where
there is a need for protection of the product, persoanel,environment, consistent with National Sanitation Foundation
(NSF) standards, published in the National Sanitation Foundation Standard 49, Class Il (Laminar Flow) Biohazard Cabin-
etry, NSF International P. O. Box 130140, Ann Arbor, MI, revised June 1987 edition, (and no future amendments or edi-
tions), incorporated by reference and on file with the Board and the office of the Secretary of State.
“Certified pharmacy technician” means an individual who receives a passing grade on a certification examination for
pharmacy technicians recognized by the Arizona State Board of Pharmacy and meets the requirements of a pharmacy
technician as defined in A.A.C. R4-23-110.
“Class 100 environment” means an atmospheric environment in compliance with the Federal Standard 209 Clean Room
and Work Station Requirements: Controlled Environment, publication FED-STD-209D, U.S. Government Services
Administration 450 Golden Gate Avenue, San Francisco, CA, June 15, 1988 edition which includes January 28, 1991,
changes, (and no future amendments or editions), incorporated by reference and on file with the of the Secretary of State.
“Community pharmacy” means any place under the direct supervision of a pharmacist where the practice of pharmacy
occurs or where prescription orders are compounded and dispensed other than a hospital pharmacy or a limited service
pharmacy.
“Component” means any ingredient used in compounding or manufacturing drugs in dosage form, including an ingredient
that may not appear in the finished product.
“Container” means:
A receptacle, as described in the official compendium or the federal act, that is used in manufacturing or compound-
ing a drug or in distributing, supplying, or dispensing the finished dosage form of a drug; or
A metal receptacle designed to contain liquefied or vaporized compressed medical gas and used in manufacturing,
transfilling, distributing, supplying, or dispensing a compressed medical gas.
“Correctional facility” has the same meaning as in A.R.S. 88 13-2501 and 31-341.
“Current good compounding practices” means the minimum standards for methods used in, and facilities or controls used
for, compounding a drug to ensure that the drug has the identity and strength and meets the quality and purity characteris-
tics it is represented to possess.
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“Current good manufacturing practice” means the minimum standard for methods used in, and facilities or controls used
for manufacturing, processing, packing, or holding a drug to ensure that the drug meets the requirements of the federal act
as to safety, and has the identity and strength and meets the quality and purity characteristics it is represented to possess.
“Cytotoxic” means a pharmaceutical that is capable of killing living cells.
“Day” means a calendar day unless otherwise specified.
“Delinquent license” means a pharmacist or intern license the Board suspends for failure to renew or pay all required fees
on or before the date the renewal is due.
“Drug sample” means a unit of a prescription drug that a manufacturer provides free of charge to promote the sale of the
drug. No person shall sell, purchase, or trade or offer to sell, purchase, or trade a drug sample.
“Extreme emergency” means the occurrence of a fire, water leak, electrical failure, public_disaste®r catastrophe
constituting an imminent threat of physical harm to pharmacy personnel or patrons.
“FDA” means the Food and Drug Administration, a federal agency within the United States Department of Health and
Human Services, established to set safety and quality standards for foods, drugs, cosmetics, and other consumer products
“Inactive ingredient” means any component other than an “active ingredient” present in a drug.
“Internal test assessment” means performing quality assurance or other procedures necessary to ensure the integrity of ¢
test.
“Limited-service correctional pharmacy” means a limited-service pharmacy, as defined in A.R.S. § 32-1901, that:

Holds a current Board permit under A.R.S. § 32-1931;

Is located in a correctional facility; and

Uses pharmacists, interns, and support personnel to compound, produce, dispense, and distribute drugs.
“Limited-service mail-order pharmacy” means a limited-service pharmacy, as defined in A.R.S. § 32-1901, that holds a
current Board permit under A.R.S. § 32-1931 and dispenses a majority of its prescription medication or prescription-only
devices by mailing or delivering the prescription medication or prescription-only device to an individual by the United
States mail, a common or contract carrier, or a delivery service.
“Limited-service nuclear pharmacy” means a limited-service pharmacy, as defined in A.R.S. § 32-1901, that holds a cur-
rent Board permit under A.R.S. § 32-1931 and provides radiopharmaceutical services.
“Limited-service pharmacy permittee” means a person who holds a current limited-service pharmacy permit in compli-
ance with A.R.S. §8§ 32-1929, 32-1930, 32-1931, and A.A.C. R4-23-606.
“Long-term care consultant pharmacist” means a pharmacist providing consulting services ttearoraye facility.
“Lot” means a batch or any portion of a batch of a doudf a drug produced by a continuous process, an amount of drug
produced in a unit of time or quantity in a manner that assuresifemity. In either case lot is identified by a distinc-
tive lot number and has uniform character and quality with specified limits.
“Lot number” or “control number” means any distinctive combination of letters or numbers, or both, from which the com-
plete history of the compounding or manufacturing, control, packaging, and distribution of a batch or lot of a drug can be
determined.
“Materials approval unit” means any organizational element having the authority and responsibility to approve or reject
components, in-process materials, packaging comporaamdinal products.
“Mediated instruction” means information transmitted via intermediate mechanisms such as audio or video tape or tele-
phone transmission.
“NABP” means National Association of Boards of Pharmacy.
“NABPLEX” means National Association of Boards of Pharmacy Licensure Examination.
“NAPLEX"” means North American Pharmacist Licensure Examination.
“Other designated personnel” means a non-pharmacist individual who is permitted in the pharmacy area, for a limited
time, under the direct supervision of a pharmacist, to perform non-pharmacy related duties, such as trash removal, floor
maintenance, and telephone or computer repair.
“Outpatient” means-a—pers@m individualwho is not a residential patient in a health care institution.
“Outpatient setting” means a location that provides medical treatment to an outpatient.
“Patient profile” means a readily retrievable, centrally located information record that contains patient demographics,
allergies, and medication profile.
“Pharmaceutical care” means the provision of drug therapy and other pharmaceutical patient care services intended to
achieve outcomeselated to-the-eureuring or preventierpreventingef a disease—eliminatiogliminatingor reduetion
reducingef a patient's symptoms, or arresting or slowing dfsease process, by identifying and resolving or preventing
potential and actual drug-related problems.
“Pharmacy law continuing education” means a continuing education activity that addresses practice issues related to state
or federal pharmacy statutes, rulesregulations, offered by an Approved Provider.
“Pharmacy technician” means an individual, qualified under R4-23-403(A)(1) and (2), who, during and after completing
the training required in R4-23-403(A)(3). performs, under the supervision of a pharmacist, activities related to the prepa-
ration and distribution of prescription medications consistent with policies and procedures required in R4-23-403(J) and
state and federal law.
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“Prepackaged drug” means a drug that is packaged in a frequently prescabétyglabeled in compliance with A.R.S.
88 32-1967 and 32-1968, stored, and subsequently dispensed by a pharmacist or a graduate intern or pharmacy interr
under the supervision of a pharmacist, who verifies at the time of dispensing that the drug container is properly labeled, in
compliance with A.R.S. § 32-1968, for the patient.
“Provider pharmacist” means a pharmacist who supplies medication to a long-term care facility and maintains patient pro-
files.
“Radiopharmaceutical” means any drug that emits ionizing radiation and includes:
Any nonradioactive reagent kit, nuclide generator, or ancillary drug intended to be used in the preparation of a radiop-
harmaceuticalbut does not include drugs such as carbon-containing compounds or potassium-containing salts, that
contain trace quantities of naturally occurring radionuclides; and
Any biological product that is labeled with a radionuclide or intended to be labeled with a radionuclide.
“Radiopharmaceutical quality assurance” means-the-perfernmartmmingand-interpretation-ahterpretingappropri-
ate chemical, biological, and physical tests on radiopharmaceuticals to determine the suitability of the radiopharmaceuti-
cal for use in humans and animals. Radiopharmaceutical quality assurance includes internal test assessment,
authentication of product history, and appropriate record retention.
“Radiopharmaceutical services” means procuring, storing, handling, compounding, preparing, labeling, quality assurance
testing, dispensing, distributing, transferring, recordkeeping, and disposing of radiochemicals, radiopharmaceuticals, and
ancillary drugs. Radiopharmaceutical services include quality assurance procedures, radiological health and safety proce-
dures, consulting activities associated with the use of radiopharmaceuticals, and any other activities required for the provi-
sion of pharmaceutical care.
“Red C stamp” means a device used with red ink to imprint an invoice with a red letter C at least 1 inch high, to make an
invoice of a Schedule 1l through IV controlled substance, as defined in A.R.S. § 3a-@adily, retrievable, as required
by state and federal rules.
“Remodel” means te-structdralbiter structurallythe pharmacy area or location.
“Remote drug storage area” means an area that is outside the premises of the pharmacy, used for the storage of drugs
locked to deny access by unauthorized persons, and secured against the use of force.
“Resident” means a person admitted to and residing in atésngeare facility.
“Score transfer” means the process that enables an applicant to take the NAPLEX in a jurisdiction and be eligible for
licensure by examination in other jurisdictions.
“Sterile pharmaceutical product” means a dosage form free from living micro-organisms.
“Strength” means:
The concentration of the drug substance (for example, weight/weight, weight/volume, or unit dose/voluna basis);
The potency, that is, the therapeutic activity of a drug substance as indicated by bioavailability tests or by controlled
clinical data (expressed, for example, in terms of unity by reference to a standard).
“Supervision” meansthe pharmacist ishalt-bepresent, assumésgal responsibility, and has dirbetre-persenabver-
sight of activities relating te-the-acquisition—preparationdistribudioguiring, preparing, distributirend-sate-ofelling
prescription medications by pharmacy interns, graduate intesppsertive-persenngharmacy technicians, or certified
pharmacy technicians.
“Supplying” means selling, transferring, or delivering to a patient or a patient’s agent 1 or more doses of:
A nonprescription drug in the manufacturer’s original container for subsequent use by theqratient,
A compressed medical gas in the manufacturer’s or compressed medical gas distributor’s original container for sub-
sequent use by the patient.
“Support personnel” means an individual, working under the supervision of a pharmacist, trained to perform clerical
duties associated with the practice of pharmacy including cashiering, bookkeeping, pricing, stocking, delivering, answer-
ing non-professional telephone inquires, and documenting 3rd-party reimbursement. Support personnel shall not perform
the tasks of a Dharmamst pharmacv intern, graduate intern, Dharmacv techn|C|an or certlfled pharmacy technician.
bution of pre-
eguired in R4-

“Transfill” means a manufacturing process by which 1 or more compressed medical gases are transferred from a bulk con-

tainer to a properly labeled container for subsequent distribution or supply.

“Wholesale distribution” means distribution of a drug to a person other than a consumer or patient, but does not include:
Selling, purchasing, or trading a drug or offering to sell, purchase, or trade a drug for emergency medical reasons. For
purposes of this Section, “emergency medical reasons” includes transferring a prescription drug by a community or
hospital pharmacy to another community or hospital pharmacy to alleviate a temporary shortage;

Selling, purchasing, or trading a drug, offering to sell, purchase, or trade a drug, or dispensing-a-grag-passuant to
specified ina prescription;

Distributing a drug sample by a manufacturers' or distributors' representative; or

Selling, purchasing, or trading blood or blood components intended for transfusion.
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“Wholesale distributor” means any-epersonengaged in wholesale distribution of drugs, including: manufacturers;
repackers; own-label distributors; private-label distributors; jobbers; brokers; warehouses, including manufacturers' and
distributors' warehouses, chain drug warehouses, and wholesale drug warehouses; independent wholesale drug traders
and retail pharmacies that conduct wholesale distributions in the amount of at least 5% of gross sales.

ARTICLE 4. PROFESSIONAL PRACTICES

R4-23-403. SuppertivePersennélharmacy Technicians and Certified Pharmacy Technicians
A. PrertoBeforeworking as a pharmaey-suppertive-perdechnician or certified pharmacy technician,individual shall:

SRS

4.

Be 18 years of age or older;

Have a high school diploma or equivalent;

Complete a training program, as specified in subsection (J), at the pharmacy of employment.

HaveRead and discussedith the pharmacist-in-charge of the pharmacy where employed, the Board rules concern-
ing suppertive-persenngharmacy technicians or certified pharmacy technicigaessuppertive-persenntile phar-

macy technician or certified pharmacy technicjab description, and_thpolicy and procedure manual of that
pharmacy; and

5. Date and sign a statement affirming-theiderstanding of the Board-ef-Pharmaches for_pharmacy technicians or

certified pharmacy techniciansuppertive-persennahndthe pharmaey'sob descriptionand_thepolicy and proce-

dure manual

ity-and safety of
entrol proce-
ality of prod-

B. Nothmq in subsecuon (A) shaII Drevent add|t|onal off site tralnlnq of a Dharmacv technician or certlfled pharmacy techni-

cian. Any pharmacy technician or certified pharmacy technician employed before the effective date of this rule shall be

exempt from R4-23-403 (A)(1) and (2).

C. In accordance with the space requirement listed at R4-23-609(A), the pharmacist-in-charge shall ensure that no more than

2 technicians are in the pharmacy area per pharmacist except 3 technicians per pharmacist may be in the pharmacy area |

the 3rd technician is a certified pharmacy technician.

cD.

Permissible activities of a pharmacy technici@ating in compliance with-R4-23-402{All applicable statutes and

rulesand under the supervision of a pharmaeist-suppertive-persapharmacy techniciamay assist a graduate intern,
pharmacy internor apharmacist-iwith the following:

L
21.

32.
43.

|

7.

8.
9

m

Aceepting-a-hew-written-preseription-order;

ReeeivingrequestsforrefillinReceive a request from a patient or patient’s agent to refill the papeessription
medication-by-serial-nrumber

ReeerdingRecordon the-frent-ef-armriginal prescription order the prescriptiserial number and date dispensed;
Initiate or accepaeeeptingverbal_or electronicefill authorization from a medical practitioner or medical practitio-
ner's agenthereefand—+recerdingecord, on the original prescription order or by an alternative method approved by
the Board or its designee, the mediggdctitioner's name, patient name, name and quantity of prescriptidica-

tion, specific refill information, and name of medipahctitioner's agent, if any

ReeerdingRecordinformation in the refill record orfamily-preseription-erder+ecpatient profile

5. Fyping Type and-affixing affix labels for_aprescription medicatien®yr €ausingenterinformation for new or refill

prescriptionmedication-te-be-enter@ato a computemprovided-thea pharmacistshall-verifyerifiesthe accuracy and
personally initialsin handwriting the finished label prepared-by-suppertive-persdhadbchniciarbefore the pre-
crlpt|0nmed|cat|on is dlspensed to the patlent

Reconstitute prescription medications, provided a pharmacist checks the ingredients and procedure before reconstitu-
tion and verifies the final product after reconstitution;

Retrieve, count, or pour prescription medications, provided a pharmacist verifies the contents of the prescription
medication against the original prescription medication container or by an alternative drug identification method
approved by the Board or its designee; and

Pmpaekagm@repackagelrugs in accordance with R4-23-402{Ahd

Permissible activities of a certmed pharmacy technician. Acting in compliance with all applicable statutes and rules, after

completing a training program developed by the pharmacy permittee or pharmacist-in-charge under subsections (A)(3)

and (J), and under the supervision of a pharmacist, a certified pharmacy technician may, in addition to the activities listed

in subsection (D), assist a pharmacist, graduate intern, or pharmacy intern in compounding prescription medications in
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accordance with written policies and procedures if the preparation, accuracy, and safety of the final product is verified by
apharmacist before dispensing.
BE. Prohibited activities. Suppertive-persennel-are Pharmacy technicians and certified pharmacy technicians shall not atthe-

HzedJee perform functions reserved for apharmac|st, graduate mtern, or pharmacy internin accordance WI'[h R4-23- 402

A Dharmacv techn|C|an or certlfled Dharmacv techn|C|an shall wear abadde |nd|cat| ng name and title while on duty.
Before employing a pharmacy technician or certified pharmacy technician, a pharmacy permittee or pharmacist-in-charge
shall:
1. Develop policies and procedures specifying permissible activities a pharmacy technician or certified pharmacy tech-
nician may perform as specified in R4-23-403(D) and (E),
Implement the policies and procedures,
Review and revise the policies and procedures biennially,
Assembl e the policy and procedures as awritten manual or by another method approved by the Board or its designee,
and
Make the policies and procedures available within the pharmacy for reference by a pharmacy technician or certified
pharmacy technician and inspection by the Board or its designee.
he policies and procedures shall include the following:
Supervisory controls and verification procedures to ensure the quality and safety of pharmaceutical service,
Employment performance expectations for a pharmacy technician and certified pharmacy technician,
Prescription dispensing procedures for:
Accepting a new written prescription,
Accepting arefill request,
Drug product selection,
Counting and pouring,
Labeling, and
Refill authorization,
omputer data entry procedures for:
New and refill prescriptions,
Patient’s drug allergies,
Drug-drug interactions,
Drug-food interactions,
Drug-disease state contraindications,
Refill frequency,
Patient’s disease and medical condition,
Patient’s age or date of birth and gender, and
Patient profile maintenance,
Compoundlnq procedures for a certified pharmacy technician,
Pharmacist and patient communication,
Quality management procedures for:
Competency review and evaluation,
Continuing education,

Drug recall,

Drug storage,
Expired and beyond-use-date drugs, and

Medication errors,
Securrtv procedures for:
a. Confidentiality of patient prescription records, and
b. The pharmacy area,
Automated medication distribution system,
. Sanitation, and
. Brief overview of state and federal pharmacy statutes and rules.
Pharmacy technician and certified pharmacy technician training program.
1. A pharmacy permittee or pharmacist-in-charge shall:
a. Develop a pharmacy technician and certified pharmacy technician training program based on the needs of the
individual pharmacy;

ITI®

[ oo N

|1

—

[N =

e

TR PR Re TR O R0 [ R

[N o o

o |20 oo

|

BB
- O

I~

November 26, 1999 Page 4449 Volume 5, Issue #48



Arizona Administrative Register
Notices of Final Rulemaking

Implement the pharmacy technician and certified pharmacy technician training program;
Include written guidelines that:
i. Define the specific tasks the technician is expected to perform; and
ii. Specify how the technician’s competency will be assessed; and
Provide a copy of the training program and guidelines within the pharmacy for reference by a pharmacy techni-
cian or certified pharmacy technician and inspection by the Board or its designee.
A pharmacist-in-charge shall certify that a technician has successfully completed the training program.
A pharmacy technician or certified pharmacy technician shall perform only those tasks, listed in subsections (D) and
(E), for which training and competency has been demonstrated.
FK. Hospital pharma(:las Nothing in this ruleshal-l—prevent prohibits ahospltal phar-maetes pharmacy from
hrepersennel using a pharmacy technician or certified pharmacy technician in accordance with regulatiens state or federal

law pertaining specifically to for a hospital pharmaeies pharmacy.
ARTICLE 6. PERMITS AND DISTRIBUTION OF DRUGS

(zN=)

=

o N

R4-23-610. Community Pharmacy Personnel and Security Procedures
A. Pharmaersterneharge Every pharmacy shaII have a pharmaC|st deS|gnated as the “pharmacist-in-charge”.

1. Jtrergdiarmacisin-charge shal-see
ensure the commun|cat|on and comohancetlﬁ—d#eetwesﬁrem—the Board _directivesare—communicatetb the
management other pharmacmsdlnte ns, and techmuamrf the pharmacyeand—that—theyareeemphedwnh

2. 0

Conduct a blenn|al review and revision of all pharmacy policies and Drocedures and

a
b. Make all pharmacy policies and procedures available in the pharmacy for employee reference and inspection by
the Board or its designee.
3. The pharmacist-in-charge shall ensure that the ratio of technicians to pharmacists working in the pharmacy, does not
exceed the ratio in R4-23-403(C).

B. Personnel permitted in thgharmacy area of a community pharmacy include pharmacists, graduate interns, pharmacy
interns,_compliance officerslyug inspectors, peace officers-whaating in their official capacity, pharmacy technicians,
certified pharmacy techniciarened suppertivesupportpersonnel, and other designated persoriPlehrmacyinterns,
graduate interns, pharmacy technicians, certified pharmacy technarelsippertivesupportpersonnel, and other des-
ignated personnedhall be permltted in the pharmacy area onIy when a pharmaC|st is on duty, except in an extreme emer-

, pharmacist.

1. The pharmausm charge shall compIy with the minimuanea reqwrements as descrlbed in R4-23-609-fer-minrimum
areas-beth-oh community pharmacy and-ef the-afeathecompounding and dispensing counter area

2. Alt A pharmacistemployed by a pharmacy shalt—le&respen&bte#er—phi%real—and—etetﬁrmdme that thpharmacy
is physically and electronically seciweeuritywhile the pharmacist isn duty.

C. Pharmacy-area-and-storage-shallbekeptiodkeicommunity pharmacy, the pharmacy area, and any additional storage

area for drugs that i®stricted tqQ access only bypharmacist, except in an extreme emergency, shalt-béokk&ptl when
a pharmacist is net-en-dupyesent

D. Only-pharmacistpermitted-to-unlockpharmaecy:- Thpharmacist shall be the only person permitted to unlock the phar-
macy area or any additional storage area for drugs restricted to access @nlghbymacist, except in an extreme
emergency

ubstances,
macists by
isien of a phar-

i R STACY.
tion- onIv druqs and controlled substances rece|ved in an area outS|de the oharmacv area shaII be immediately transferrec
unopened to the pharmacy area. Prescription-only drug and controlled substance shipments shall be opened and marked il
the pharmacy area under the supervision of a pharmacist, graduate intern, or pharmacy intern.
F. l:eaymg—preseﬁptten—erelerﬁ written prescrlptlon ordersr prescription medication contairdcsbe refilled may be left
in the prescrlptlon area through a small open|ng or slot When the pharmamst is not&reﬂendanee—prevmng—the

tpti i i - [ ireetions, and
Iaek—ef—pre#esaenal—eensultatrom pharmamst shaII deI|ve|orescr|pt|on medlcat|on—shaH—e+ther—be—del+vetedthe
patlent or-be-keptloekeskcure prescription medicatiamthe-preseription-ardacked pharmacyhen-thea pharmacist
is not present. Prescription medication shall not be left outside the prescriptien-areapcked up by the patient when
the pharmacist is netin-attendarpresent
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NOTICE OF FINAL RULEMAKING
TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 39. STATE BOARD FOR PRIVATE
POSTSECONDARY EDUCATION

PREAMBLE
1. Sections Affected Rulemaking Action
R4-39-302 Amend
R4-39-303 Amend
R4-39-304 Repeal
R4-39-304 Renumber
R4-39-304 Amend
R4-39-305 Renumber
R4-39-305 Amend
R4-39-306 Renumber
R4-39-306 Amend
R4-39-307 Renumber
R4-39-307 Amend
R4-39-308 Renumber
R4-39-308 Amend
R4-39-309 Renumber
R4-39-309 Amend
R4-39-310 Repeal

2. The specific authority for the rulemaking, including both the authorizing statute (general) and the statutes the
rules areimplementing (specific):
Authorizing Statute: A.R.S. § 32-3003(A)(3)

Implementing Statutes: A.R.S. 88 32-3003(A)(5) and 32-3021

3. Theeffective date for therulesif different from the date therules arefiled with the Office:
November 3, 1999

4. Alist of all previousnotices appearing in the Register addressing the final
Notice of Rulemaking Docket Opening: 4 A.A.R., 1510, June 26, 1998.
Notice of Proposed Rulemaking: 4 A.A.R., 4218, December 28, 1998.
Notice of Oral Proceedings: 4 A.A.R., 4219, December 28, 1998.
Notice of Public Information: 5 A.A.R., 2281, July 16, 1999.

5. Thename and address of agency per sonnel with whom person may communicate regarding the rulemaking:
Name: Teri Candelaria, Executive Director

Address: State Board for Private Postsecondary Education
1400 West Washington, Room 260
Phoenix, AZ 85007

Telephone: 602-542-5709
Fax: 602-542-1253

6. An explanation of the rule, including the agency’s reasons for initiating the rule:
The Board is amending R4-39-302 to (1) clarify the safety and health standards the facilities and equipment must
meet, (2) clarify the differencesin local and state laws, (3) clarify the limits of insurance coverage, and (4) conform
with rule-writing guidelines. The Board is amending R4-39-303 to (1) clarify requirements under Section A, (2)
ensure that the reference to felony convictions is consistent with Title 13, and (3) to conform to rulewriting guide-
lines. The Board is repealing R4-39-304 because licensure of an Agent is no longer required. The Board in renumber-
ing and amending R4-39-304 clarifying who is subject to disciplinary proceedings for engaging in false or misleading
advertising. The Board is also renumbering R4-39-305, R4-39-306, R4-39-307, and R4-39-308 and amending the
rules to conform to rulewriting guidelines. The Board is repealing R4-39-310 and moving it to Article 4, R4-39-401.
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7. A referenceto any study that the agency relied on in its evaluation of or justification for the final rule and where
the public may obtain or review the study, all data underlying each study, any analysis of the study and other
supporting material:

None.

8. A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a

previous grant of authority of a political subdivision of this state:
Not applicable.

9. Thepreiminary summary of the economic, small business, and consumer | mpact statement:

It is expected that the benefits of the rules will be greater than the costs. The repeal, renumbering and amending of the
rules will benefit the public by making the rules more clear, concise and understandable. The Board will incur the
costs associated with rulemaking. Taxpayers are not expected to incur expenses.
10. A description of the changes between the proposed rules, including supplemental rules, and final rules:
The Board made technical changes suggested by the Office of the Secretary of State and the Governor’s Regulatory
Review Council Staff.

11. A summary of the principal comments and the agency responseto them:
The Board received no written or oral comments.

12. Any other matter prescribed by statutethat are applicable to the specific agency or to any specific agency or to any

specific rule or_class of rules:
Not applicable.
13. Incorporations by reference and their location in therules:
Not applicable.

14. Whether the rules was previously adopted as an emergency rule, and if so, whether the text was changed between

adoption as an emergency and the adoption of these rules:
Not applicable.
15. Thetext of therulesfollows:
TITLE 4. PROFESSIONS AND OCCUPATIONS
CHAPTER 39. STATE BOARD FOR PRIVATE
POSTSECONDARY EDUCATION
ARTICLE 3. OPERATION OF NON-ACCREDITED INSTITUTIONS
Sections

R4-39-302. Facilities and Equipment

R4-39-303. Control and Personnel

R4-39-304. -AgentRepealed

R4-39-305R4-39-304  Advertising
R4-39-306R4-39-305 Recruitment
R4-39-307R4-39-306  Admission Requirements
R4-39-308R4-39-307 Placement
R4-39-309R4-39-308  Pricing and Refund Policy
R4-39-310. -StudentRecordsthetnstitutiorRepealed

ARTICLE 3. OPERATION OF NON-ACCREDITED INSTITUTIONS

R4-39-302. Facilitiesand Equipment
A non-accredited private vocational or degree-granting institution shall ensure:

Al The building, classrooms, equipment, furniture, grounds, instructional devices, anéstietionalphysical

facilities -and-etherphysicalrequiremenfahe-educational-prograghal-beinstitution areappropriate te-irsure-that
achievethe educational objectives of the institutien—are-achieved

B.2. The physicalplant-faciitiefacility and equipment-shatheet all safety requirements and health standards of the

city, county, state, or authority in which the facility is located.

c.3. The -plantfacilitiegphysical facilityand equipment shall-be-in-eemplianmemply with applicablelocal and

State lawdor planning, building, zoning, and fire codes.
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B4 Maintain in force all Hnsurance; necessary to protect the assets of the institution in the event of damage or afind-
ing of liability.;-shat-be maintained-r-force-at-al-thmes.

ES. The Board must-be-netified is notified of a change of location prierte-the-change as specified in R4-39-110-R4-
39-1009.

R4-39-303. Control and Personnel

A. Inrorderto-be licensed-by-the -beard-the-institutighison-accredited private vocational or degree-granting institution’s
administrators directors owners and beneficial ownersagentsand faculty shall be of good moral character and shall
obey the statutes and regulatlons of the Board.

&:B. The Board—mayghalnot issue a license |f an owner, beneﬂmal ownepther person havmg d|rect or |nd|rect control

over the program or institution has been convicted of a felony or misdemeaneroer-has-been-enjoined-for vicdatyons

state or federal lawelating to education.
The Board shall not issue a license if an owner, beneficial owner or other person having direct or indirect control over the

(@

program or instruction has committed any act considered grounds for disciplinary action.
D. The director or manager of the institution shall be responsible for the following:
1. TFhe-development-of Beveloping curriculum capable of preparing students fer-educationatcupational objec-
tive, an academic credential,.aspecificjebentry levelgob.
2. Selection-oBelectingaculty competent in the subject matterde taught and possessing teaching techniggess-
sary to implement the applicable curriculum.

E. Faculty-shaltbe-qualified-by-education-and-experienceshall meet the following minimum educational and experience

requwements

1. Faculty-ofaninstitution-offering-an-associates, baccalaureate, mastiv&anal degred faculty member of a non-
accredited private degree-granting institutgdrall possess-re-less-thainleastthe degree awarded to a graduate of

the progran+n-which-they-are-teachifgeuity The degreesnust have been-ebtained-frawarded bwan institution
accredited by an accrediting agency recognized by-the-United St&8eBepartment of Education-eCeuneil on
Pestsecondary-Education

2. Fervoecationalprogramstiefaculty member of a hon-accredited private vocatigmstitution shall demonstrate
that-each-faculty-member-has tmmpetency through education or experienee;to-tegattte assigned subject area.
Such-competency-shallbe-evidenrcedbie faculty member shall submitesume on éormsprovided by the Board.
The accuracy of information-previded-in-the-resusnbmittedshall be verified by-the-persen+esponsible-for the
epe#aﬂen—ef—the—msﬂ%uﬂenhe |nst|tut|0n S Dersonnel and the Board

al-program.

E A non- accred|ted prlvate vocat|onal or deqree qrantmq institution shall ensure the faculty to student ratio is appropriate to
meet the educational objective of the program.
FG. A private non-accredited vocational or degree-granting institution shall:
1. Notify Fthe Board-shal-benetifieidh writing of any termination or change of direetareanagersr faculty member
within thirty{30) 30 days of the last day of employment.
2. Notify Fthe board-shall-alse-bestified in writing of any new director, manager or faculty member within-thirty (30)
30 days of hiring.
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R439-305R4-39-304.  Advertising
A. Advertising must shall be truthful and shall not include any-false or misleading statements with-respect-te about the insti-
tution, i's-personnel, the facultjt's coursesandservices, ortheccupational opportunities ferits graduates

B. The Board may institute disciplinary proceedings againrstalicensed pgmgam;,-er-institutionnon-accredited private
vocational or degree-granting institution or an institutional representatiieh-ergages-ifor false or misleading adver-
tising.

C. Advertising-toA non-accredited private vocational or degree-granting institudi@tl notsolicit students in_théhelp
wanted"-eelumnsectionof anewspaperanagazinesr other similar publicationss-prehibited

D. Fheuse-ofd non-accredited private vocational or degree-granting institution shall ntteigserds‘guarantee™an@r
“free” shall-netbe-used-in-cennectionwith solicitationsor advertising in any brochure, catalog, bulletin, leaflet or other
publication of the institution, nor inrewspaperanagazinesr any other media.

E. All printed advertising shall include the-falHegame, phone number and address of the institution.

F. The Board may require-amnon-accredited private vocational or degree-graimistgution to submit all advertising for
approval prior to-uspublication.

R4-39-306R4-39-305.  Recruitment

A. Reeruitment-effortdThe non-accredited private vocational or degree-granting institstiali-be-eenduetetecruitin a
professional and ethical manner.

B. The non-accredited private vocational or degree-grantistitution shall be responsible ferproviditgining foral

admissions personnel. Ssalesagentsare-prohibited-fronshall notpertraying-themselvedirectly or indirectly achs a
guidance counselgradvisorsor any other position to disguise the sales funetidiiseirjobs.the agent.

C. The non-accredited private vocational or degree-granting institution shall notlessng grants scholarshipsdiscounts
and other such itenshal-retbe-useds an inducement to enrcl—where-such-usewdiich mayresult in_anunfair or
unethical trade practiee$Scholarship” as used in this regulation means any form of assistance extended to a prospective
student which, in effect, amounts to a reduction in tuitier—Fuition-schelarships-may-be Jiamtesh-accredited private
vocational or degree-granting institution may grant a tuition scholaifshiles+elatirg-t@boutthemthe scholarshipre
published by the institution and availaldeall students and prospective students.

R4-39-364R4-39-306.  Admission Requirements

A. TFherequirementsforadmissionto-an-institutionmust e institution sha